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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  821 

[Docket  No.  91N-0296] 

Medical  Devices;  Device  Tracking 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Final  rule;  notification  of  status 
under  the  Safe  Medical  Devices  Act; 
confirmation  of  effective  date. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  to  establish  a  device  tracking 
requirement  for  certain  categories  of 
medical  devices  as  required  by  the  Safe 
Medical  Devices  Act  of  1990  (the 
SMDA).  In  a  proposed  rule  issued  on 
May  27, 1992,  and  published  elsewhere 
in  this  issue  of  the  Federal  Register,  FDA 
discussed  the  agency's  initial  review  of 
certain  comments  received  in  response 
to  an  earlier  proposed  rule  that 
published  in  the  Fed«ral  Register  of 
March  27, 1992  (57  FR 10702),  that  has 
been  withdrawn.  In  issuing  this  final 
rule,  FDA  is  providing  notice  that  the 
proposed  rule  published  elsewhere  in 
this  issue  of  the  Federal  Register  now 
has  the  status  of  a  final  rule  by 
operation  of  section  3(c)(2)  of  the 
SMDA.  FDA  is  also  confirming  that  the 
effective  date  of  this  rule  is  March  1, 
1993. 

This  rule  applies  to  all  devices  subject 
to  tracking  under  the  SMDA  that  are 
initially  introduced  into  interstate 
commerce  or  presented  for  importation 
into  the  United  States  on  or  after  March 
1. 1993. 

In  the  proposed  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  requests  comments  on 
that  proposal.  Upon  closure  of  the 
comment  period  for  that  proposed  rule 
and  consideration  of  comments 
responding  to  both  the  original  March 
27, 1992,  proposed  rule  and  the  new 
proposed  rule,  FDA  will,  if  necessary, 
take  further  actions  to  revise  the  rule. 
EFFECTIVE  DATE:  This  rule  becomes 
effective  March  1, 1993. 

FOR  FURTHER  INFORMATION  CONTACT. 
Joseph  M.  Sheehan,  Center  for  Devices 
and  Radiological  Health  (HF2^^),  Food 
and  Drug  Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857,  301-443> 
4874. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  SMDA  (Pub.  L 101-629),  which 
became  law  on  November  28, 1990, 


added  section  519(e)  (21  U.S.C.  36(M(e)); 
to  the  act  as  codified  at  21  U.S.C.  321- 
393.  Section  519(e)  of  the  apt  require^ 
that  manufacturers  track  certain  devices 
from  the  manufacturer  through  the 
distribution  chain  to  the  patient  using 
the  device.  Under  section  519(e)  of  the  ‘ 
act,  manufacturers  must  track  life¬ 
supporting  or  life-sustaining  devices  that 
are  used  outside  a  device  user  facility 
and  permanently  implantable  devices,  if 
the  failure  of  these  devices  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences.  Section 
519(e)  of  the  act  also  gives  FDA  the 
authority  to  designate  other  devices 
which  must  be  tracked  by  their 
manufactiu^rs. 

Under  section  3(c)(A)(ii)  of  the  SMDA, 
FDA  was  to  have  issued  proposed 
regulations  implementing  section  519(e) 
of  the  act  within  9  months  of  enactment 
of  the  SMDA  (by  August  28, 1991). 

Under  section  3(c)(2)  of  the  SMDA,  FDA 
is  to  issue  final  relations  not  later 
than  18  months  after  the  date  of 
enactment  of  the  SMDA  (by  May  28, 
1992).  However,  section  3(c)(2)  of  the 
SMDA  also  provides  that,  if  FDA  does 
not  promulgate  final  tracking  regulations 
by  May  28, 1992,  that 

the  Congress  finds  that  there  is  good  cause 
for  the  proposed  regulations  to  ^  considered 
as  the  final  regulations  nvithout  response  to 
conunent  because  the  implementation  of 
*  *  *  [section  519(e)]  of  the  act  [is]  essential 
to  protect  the  health  of  patients  who  use  such 
devices.  Consequently,  in  such  event,  the 
proposed  regulations  issued  under  paragraph 
(1)  shall  become  final  regulations  as  of  the 
expiration  of  such  18  months.  There  shall  be 
promptly  published  in  the  Federal  Register 
notice  of  the  new  status  of  the  proposed 
regulations. 

(The  SMDA,  section  3(c)(2).) 

On  March  27, 1992  (57  FR  10702),  FDA 
published  a  proposed  rule  in  the  Federal 
Renter  that  outlined  FDA's  preliminary 
views  as  to  recordkeeping  and  reporting 
requirements  necessary  to  ensure  that 
tracking  serves  its  purpose — ensuring 
that  manufacttirers  can,  after  devices 
have  been  distributed,  promptly  locate 
the  device  and  the  user  of  the  device  if 
FDA  orders  a  recall  or  patient 
notification  due  to  serious  adverse 
health  consequences  or  unreasonable 
risks  of  substantial  harm  to  the  public 
health  associated  with  the  use  of  the 
device.  To  that  end,  the  March  27, 1992, 
proposal  applied  to  manufacturers  and 
those  persons  involved  in  the 
distribution  of  tracked  devices, 
including  distributors,  pharmacies, 
hospitals,  and  doctors. 

The  period  for  submitting  comments 
in  response  to  the  March  27, 1992, 
proposal  closed  on  May  26, 1992.  As 
discussed  in  the  preamble  to  the 


proposed  rule,  by  May  15, 1992,  the 
agency  had  reqeived  over  400  comments . 
and  expected  to  receive  more  comments 
before  the  close  of  the  comment  period.  . 
Given  the  statutory  deadline,  FDA  did 
not  have  sufficient  time  to  fully  consider 
and  respond  to  all  comments  and  to 
issue  a  final  rule  that  reflected  such  a 
consideration  and  response  to  the 
comments  by  May  28, 1992,  the  date 
upon  which  proposed  tracking 
regulations  become  final  regulations 
under  section  3(c)(2)  of  the  SMDA. 
However,  the  proposal  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  and  the  identical  text  of  the 
final  regulations  in  this  document, 
reflect  FDA's  reconsideration  of  aspects 
of  the  proposed  regulations  in  light  of 
the  comments  filed  on  the  March  27, 

1992,  proposed  regulation  and  reviewed 
thus  far  and  thus  include  revised 
provisions  to  ensure  effective 
implementation  of  the  statutory  tracking 
requirements.  Accordingly,  the  final  rule 
incorporates  the  revisions  that  FDA  has 
determined,  based  on  comments 
reviewed  thus  far,  are  necessary.  The 
agency  will  review  all  comments  and,  if 
necessary,  take  further  action. 

To  the  extent  still  applicable,  the 
basis,  purpose,  authority  discussion,  and 
other  explanations  in  the  preamble  to 
the  March  27  proposal,  as  well  as  the 
proposal  published  elsewhere  in  this 
issue  of  the  Federal  Register,  apply  to 
this  final  rule. 

II.  Effective  Date 

In  the  March  27, 1992  proposal,  FDA 
proposed  that  the  effective  date  of  the 
regiilation  would  be  30  days  after  the 
date  of  the  publication  of  the  final  rule 
or  May  28, 1992,  whichever  occurred 
first.  FDA  also  stated  that  section  519(e) 
of  the  act  would  go  into  effect  on  the 
date  that  the  final  regulations  go  into 
effect  or  May  28, 1992,  whichever  occurs 
first.  As  discussed  in  the  preamble  to 
the  proposed  rule  published  elsewhere 
in  this  issue  of  the  Federal  Register,  FDA 
has  reconsidered  the  proposed  effective 
date  in  the  March  27, 1992,  proposal  and 
has  determined  that  it  is  appropriate, 
under  the  circumstances  present  here,  to 
extend  the  effective  date  of  the  final  rule 
imtil  March  1, 1993.  Under  section 
3(b)(3)  of  the  SMDA,  therefore,  section 
519(e)  of  the  act  will  be  effective  on' 
March  1, 1993. 

Thus,  on  and  after  March  1, 1993, 
manufacturers  and  importers  of  devices 
subject  to  tracking  will  be  required  to 
have  in  place  the  written  standard 
operating  procedures  (SOP's)  required 
under  8  821.25(c),  aiid  these  SOP's 
should  be  made  available  to  all  who  are 
responsible  for  implementing  and 
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maintaining  the  tracking  system.  FDA 
will  regard  the  failure  to  have  the 
required  written  SOP  in  place  as  a 
violation  of  sections  301  and  502  of  the 
act. 

Starting  March  1, 1993.  FDA  also 
expects  manufacturers  and  importers  to 
make  a  good  faith  effort  to  comply  with 
the  remaining  provisions  of  the 
proposed  regulation.  FDA,  however, 
recognizes  that,  for  the  first  6  to  12 
months  of  tracking,  manufacturers, 
distributors,  multiple  distributors,  and 
final  distributors  will  be  fine-tuning  their 
procedures  for  tracking  based  on  their 
initial  experiences.  Thus,  to  determine 
“good  faith,”  FDA  will  look  at  whether 
efforts  to  comply  are  documented  after 
the  first  two  audits  and  whether  persons 
subject  to  tracking  are  taking  immediate 
steps  to  correct  any  shortcomings 
identified  by  the  first  two  audits.  While 
FDA  will  not  specifically  schedule 
inspections  for  the  purpose  of  reviewing 
a  tracking  system  during  the  early 
stages  of  implementation,  FDA  will 
review  tracking  systems  and  records 
diuing  regularly  scheduled  current  good 
manufacturing  practice  (CGMP) 
inspections. 

In  order  to  meet  the  publication 
requirements  of  the  Office  of  the  Federal 
Register,  the  text  of  the  medical  device 
tracking  regulation  for  inclusion  in  the 
Code  of  Federal  Regulations  is  being 
published  in  identical  form  in  both  this 
final  rule  and  in  the  proposed  rule 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

List  of  Subjects  in  21 CFR  Part  821 

Device  tracking.  Medical  devices. 
Reporting  and  recordkeeping 
requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  part  821  is 
added  to  read  as  follows: 

PART  821— MEDICAL  DEVICE 
TRACKING  REQUIREMENTS 

Subpart  A— General  Provisions 

Sec. 

821.1  Scope. 

821.2  Exemptions  and  variances. 

821.3  Definitions. 

821.4  Imported  devices. 

Subpart  B— Tracking  Requirements 

821.20  Devices  subject  to  tracking. 

821.25  Device  tracking  system  and  content 
requirements:  manufacturer 
requirements. 


Subpart  C— Additional  Requirements  and 
Responsibilities 

821.30  Tracking  obligations  of  persons  other 
than  device  manufacturers:  distributor 
requirements. 

Subpart  D— Records  and  Inspections 

821.50  Availability. 

821.55  Confidentiality. 

821.60  Retention  of  records. 

Authority:  Secs.  301,  501, 502. 510, 515, 518, 
519.  701,  and  704  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C  331, 351, 352, 360, 
360e.  360h.  360i.  371,  and  374). 

Subpart  A— General  Provisions 
§  821.1  Scope. 

(a)  The  regulations  in  this  part 
implement  section  519(e)  of  die  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
which  requires  the  adoption  of  a  method 
of  device  tracking  by  any  person  who 
registers  under  section  510  of  the  act 
and  is  engaged  in  the  manufacture  and 
distribution  of  devices  the  failure  of 
which  would  be  reasonably  likely  to 
have  serious  adverse  healA 
consequences  if  the  devices  are  life- 
sustaining  or  life-supporting  devices 
used  outside  of  a  device  user  facility  or 
are  permanently  implantable  devices. 
This  part  also  applies  to  any  other 
device  that  the  Food  and  Drug 
Administration  (FDA)  designates  as 
requiring  a  method  of  tracking  to  protect 
the  public  health.  A  device  subject  to 
this  part  either  by  statutory  requirement 
or  by  FDA  designation  is  referred  to 
herein  as  a  tracked  device. 

(b)  These  regulations  are  intended  to 
ensure  that  tracked  devices  can  be 
traced  from  the  device  manufacturing 
facility  to  the  person  for  whom  the 
device  is  indicated,  that  is.  the  patient. 
Effective  tracking  of  devices  fi*om  the 
manufacturing  facility,  through  the 
distributor  network  (including 
distributors,  retailers,  rental  firms  and 
other  commercial  enterprises,  device 
user  facilities  and  licensed  practitioners) 
and,  ultimately,  to  any  person  for  whom 
the  device  is  intended  is  necessary  for 
the  effectiveness  of  remedies  prescribed 
by  the  act,  such  as  patient  notification 
(section  518(a)  of  the  act)  or  device 
recall  (section  518(e)  of  the  act). 
Although  these  regulations  do  not 
preclude  a  manufacturer  fit)m  involving 
outside  organizations  in  that 
manufacturer's  device  tracking  effort, 
the  legal  responsibility  for  complying 
with  ftis  part  rests  with  manufacturers 
who  must  register  under  section  510  of 
the  act,  and  that  responsibility  cannot 
be  altered,  modified,  or  in  any  way 
abrogated  by  contracts  or  other 
agreements. 


(c)  Each  manufacturer  of  a  tracked 
device  shall  implement  a  method  of 
tracking  devices  by  March  1, 1993. 

(d)  The  primary  burden  for  ensuring 
that  the  tracking  system  works  rests 
upon  the  manufacturer.  A  manufactiu*er 
or  any  other  person,  including  a 
distributor,  final  distributor,  or  multiple 
distributor,  who  distributes  a  device 
subject  to  tracking  who  fails  to  comply 
with  any  applicable  requirement  of 
section  519(e)  of  the  act  or  of  this  part, 
or  any  person  who  causes  such  failure, 
misbrands  the  device  within  the 
meaning  of  section  502(t)(2)  of  the  act 
and  commits  a  prohibited  act  within  the 
meaning  of  sections  301(e)  and 
301(q)(l)(B)  of  the  act. 

(e)  Any  person  subject  to  this  part 
who  permanently  discontinues  doing 
business  is  required  to  notify  FDA  at  the 
time  the  person  notifies  any  Government 
agency,  court,  or  supplier,  and  provide 
FDA  with  a  complete  set  of  its  tracking 
records  and  information.  However,  if  a 
person  ceases  distribution  of  a  tracked 
device  but  continues  to  do  other 
business,  that  person  continues  to  be 
responsible  for  compliance  with  this 
part  unless  another  person,  affirmatively 
and  in  writing,  assumes  responsibility 
for  continuing  the  tracking  of  devices 
previously  distributed  under  this  part. 
Further,  if  a  person  subject  to  this  part 
goes  out  of  business  completely,  but 
other  persons  acquire  the  right  to 
manufacture  or  distribute  tracked 
devices,  those  other  persons  are  deemed 
to  be  responsible  for  continuing  the 
tracking  responsibility  of  the  previous 
person  under  this  part. 

§  821.2  Exemptiont  and  variances. 

(a)  A  manufacturer,  importer, 
distributor,  or  other  interested  person 
(including  a  trade  association)  may  seek 
an  exemption  or  variance  from  one  or 
more  requirements  of  this  part. 

(b)  A  request  for  an  exemption  or 
variance  shall  be  submitted  in  the  form 
of  a  petition  under  §  10.30  of  this  chapter 
and  shall  comply  with  the  requirements 
set  out  therein,  except  that  a  response 
shall  be  issued  in  90  days.  The  Director, 
Office  of  Compliance  and  Surveillance, 
Center  for  Devices  and  Radiological 
Health  (CDRH),  shall  issue  responses  to 
requests  under  this  section.  The  petition 
shall  also  contain  the  following: 

(1)  The  name  of  the  device  and  device 
class  and  representative  labeling 
showing  the  intended  use(s)  of  the 
device; 

(2)  The  reasons  that  compliance  with 
the  tracking  requirements  of  this  part  is 
unnecessary; 

(3)  A  complete  description  of 
alternative  steps  that  are  available,  or 
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essential,  or  yields  information  that  is 
essential,  to  the  restoration  or 
continuatioa  of  a  bodily  function 
important  to  the  continuation  of  human 
life  that  is  intended  for  use  outside  a 
hospital  Qursu^  home,  ambulatory 
surgical  facility,  or  diagnostic  or 
outpatient  treatment  facility.  Physicians' 
offices  are  not  device  user  facilities  and, 
therefore,  devices  used  therein  are 
subject  to  tracking  if  they  otherwise 
satisfy  the  statutory  and  regulatory 
criteria. 

(h)  Distributor  means  any  person  who 
fullers  the  distribution  of  a  device  from 
the  original  place  of  manufacture  to  the 
person  who  makes  delivery  or  sale  to 
the  ultimate  user.  Le.,  the  final  or 
multiple  distributor,  but  who  does  not 
repadcage  or  otherwise  diange  the 
cont^imr,  wrapper,  or  labeling  of  the 
device  or  device  package. 

(i)  Fiaal  distributor  vneent  any  person 
who  distributes  a  tracked  device 
intended  for  use  by  a  single  patient  over 
the  useful  Kfe  of  the  device  to  the 
patient.  This  term  includes,  but  is  not 
limited  to,  licensed  practitioners,  retail 
pharmacies,  hospitals,  and  other  t]rpe8 
of  device  user  fitcilities. 

(]]  Distributes  means  any  distribution 
of  a  tracked  device,  induding  the 
charitable  distribution  of  a  tracked 
device.  This  term  does  not  indude  the 
distribution  of  a  device  under  an 
elective  investigational  device 
exemption  in  accordance  with  section 
520(g)  of  the  act  and  Part  812  of  this 
chapter  or  the  distribution  of  a  device 
for  teaching,  law  enforcement,  research, 
or  analysis  as  spedfied  in  $801,125  of 
this  diapter. 

(k)  Multiple  distributor  means  any 
device  user  fadlity,  rental  company,  or 
any  other  entity  that  distributes  a  life- 
sustaining  or  life-supporting  device 
intended  for  use  by  more  than  one 
patient  over  the  useful  life  of  the  device. 

(l)  Licensed  practitioner  means  a 
physician,  dentist,  or  other  health  care 
practitioner  licensed  by  the  law  of  the 
State  in  which  he  or  she  practices  to  use 
or  order  die  use  of  the  tracked  device. 

(m)  Any  term  defined  in  section  201  of 
the  act  shall  have  the  same  definition  in 
this  part 

$M1.4  tn^iorted  devices. 

For  purposes  of  diis  part,  the  in^>orter 
of  a  track^  device  di^  be  considered 
the  manufacturer  and  diall  be  required 
to  oonqily  with  all  requirements  this 
part  apphcable  to  manufacturers. 
ImportMS  must  keep  all  information 
required  under  this  part  in  die  United 
States. 


that  the  petitioner  has  already  taken,  to 
ensure  that  an  effective  traddng  system 
is  in  place:  and 

(4)  Other  information  justifying  the 
exemption  or  variance. 

(c)  An  exemption  or  variance  is  not 
effective  imtil  the  Director.  Office  of 
Compliance  and  Surveillance,  CDRH, 
approves  the  request  under 
$10J0(e)(2Hi}  of  this  chapter. 

(d)  For  petitions  receiv^  under  this 
section  b^ore  November  1, 1992,  FDA 
will  by  February  1, 1993,  approve  or 
disapprove  the  petition  or  extend  the 
efiective  date  of  this  part  for  the  device 
that  is  the  subject  of  the  petition.  Any 
extension  that  FDA  ^ants  to  the 
effective  date  will  be  based  upon  the 
additional  time  FDA  needs  to  complete 
its  review  of  the  petition. 

$821 J  Definmons. 

The  following  definitions  and  terms 
apply  to  this  part 

(a)  Act  means  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  21  U.S.C.  321  et  seq., 
as  amended. 

(b)  Importer  means  die  initial 
distributor  of  an  imported  device  who  is 
required  to  register  under  section  510  of 
the  act  and  $007.20  of  diis  chapter. 
Importer  does  not  include  anyone  who 
only  performs  a  service  for  die  person 
who  furthers  the  maiketing,  i.e.,  brokers, 
jobbers,  or  warehousers. 

(c)  Manufacturer  means  any  person, 
including  any  importer,  repadcer,  or 
relabeler,  vrho  manufactures,  prepares, 
propagates,  compounds,  assembles,  or 
processes  a  device  or  engages  in  any  of 
the  activities  described  in  $607.3(d)  of 
this  chapter. 

(d)  Device  failure  means  the  failure  of 
a  device  to  perform  or  function  as 
intended,  including  any  deviations  fiom 
the  device's  performance  specifications 
or  intended  use. 

(e)  Serious  adverse  health 
consequences  means  any  significant 
adverse  experience  related  to  a  device 
including  device-related  events  which 
are  life-dueatening  or  which  involve 
permanent  or  long-term  injuries  or 
illnesses. 

(f)  Permanently  implantable  device 
means  a  device  that  is  intended  to  be 
placed  into  a  surgically  or  naturally 
forn^  cavity  of  the  human  body  to 
continuously  assist,  restore,  or  replace 
the  function  of  an  organ  system  or 
structure  of  the  human  body  throughout 
the  useful  life  of  the  device.  The  term 
does  not  include  any  device  which  is 
intended  and  used  for  temporary 
purposes  or  which  is  intended  for 
expjantatioa. 

(g)  Life-supporting  or  life-sustaining 
device  used  outside  a  device  user 
facility  means  a  device  adiich  is 


Subpart  B— Tracking  Requirements 
$821.20  Devices  subject  to  tracking. 

(a)  A  manufacturer  of  any  device  the 
failure  of  which  would  be  reasonably 
likely  to  have  a  serious  adverse  health 
consequence,  that  is  either  a  life- 
sustaioing  or  life-supporting  device  used 
outside  of  a  device  user  facility  or  a 
permanently  implantable  device,  or  a 
manufacturer  of  any  other  device  that 
FDA,  in  its  discretion,  designates  for 
tracking,  shall  track  that  device  in 
accordance  with  this  part. 

(b)  Manufacturers  have  the 
responsibility  to  identify  devices  that 
meet  the  criteria  for  tracking  and  to 
initiate  tracking.  By  way  of  illustration 
and  to  provide  guidance,  FDA  has  set 
out  below  a  list  of  example  devices  it 
regards  as  subject  to  tracking  under  the 
criteria  set  forA  in  this  regulation. 

(1)  Permanently  implantable  devices. 


(2)  Lifa-austalning  or  life-supporting 
devices  used  outside  device  user 
facilities. 


(c)  FDA  designates  die  following 
devices  as  subject  to  tracking. 
Manufacturers  must  track  these  devices 
in  accordance  with  this  part 


21  CFR 

CtasstSctoon 

868.2375 . 

BraeSiing  Sequence  monitors  (apnes 

monitors)  (inclur^  ventilatory  e(- 

forts  monitors). 

868.5895 . 

Contmuous  ventilator. 

870.5300 . 

OC-eeflbrillator  and  saddles. 

21  CFR 

CtassMcalion 

878.3530....... 

Silicone  Inflatable  breast  prosthesis. 

878.3540 _ 

SMicone  geMled  breast  prosthesis. 

8763750 - 

TMlioulv  prosthesis.  8iitcor>e  gal- 
fiHed 

(No  cite) - 

SHicone  gel-filted  chin  prosthesis. 

(No  Crt^ - 

Silicone  gel-fUled  an^  chlk  reflux 
valve. 

21  CFR 

Classification 

870.3450 . 

Vascular  graft  prosthesis  of  less  than 
6  mWmeters  diameter. 

8703480 - 

Vascular  graft  proatheaii  of  8  mMime- 
ters  and  greater  diameter. 

870.3545 . 

Ventricular  bypass  (assist)  device. 

870.3610 . 

Implantable  pacemaker  pulse  genera¬ 
tor. 

6703680 - 

Cantovaacular  permanent  pacemaker 
electrode. 

870.3800 . - 

Annuloplasty  ring. 

870.3925 _ J 

Replaoemeni  vahm. 

(No  dta) - .j 

Automatic  implantabla  caidioverlar/ 
defibrillidar. 

878.3720 

Tracheid  prosthesis. 

882.56200  ....J 

IfiNptaiRtsd  csrs^sNsr  s^NVtuls^or, 

8823630 — , 

ImplantBd  diaphragmatic /phrenic 

nerve  stimulator. 

(No  cHo) . 

Implantable  infusion  pumps. 
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21  CFR 

Classification 

878.5725 . 

Infusion  pumps  (Electromechanical 

only). 

(d)  FDA,  when  responding  to 
premarket  notification  submissions  and 
approving  premarket  approval 
applications,  will  notify  the  sponsor  that 
FDA  believes  the  device  meets  the 
criteria  of  section  519(e](l]  of  the  act 
and  therefore  should  be  tracked.  FDA 
will  also,  after  notifying  the  sponsor, 
publish  a  notice  in  the  Federal  Register 
announcing  that  FDA  believes  that  a 
new  generic  type  of  device  is  subject  to 
tracking  and  soliciting  comment  on 
FDA's  position.  If  the  device  is  a  new 
generic  type  of  device  not  already  on  the 
example  list  above,  FDA  will  add  it  to 
this  list. 

§  821.25  Device  tracking  system  and 
content  requirements:  manufacturer 
requirements. 

(a)  A  manufacturer  of  a  tracked 
device  shall  adopt  a  method  of  tracking 
for  each  such  type  of  device  that  the 
manufacturer  distributes  that  enables  it 
to  provide  FDA  with  the  following 
information  in  writing  for  each  tracked 
device  distributed: 

(1)  Except  as  required  by  order  under 
section  518(e)  of  the  act,  within  3 
working  days  of  a  request  from  FDA, 
prior  to  the  distribution  of  a  tracked 
device  to  a  patient,  the  name,  address, 
and  telephone  number  of  the  distributor, 
multiple  distributor,  or  Hnal  distributor 
holding  the  device  for  distribution  and 
the  location  of  the  device; 

(2)  Within  10  working  days  of  a 
request  from  FDA  for  life-sustaining  or 
life-supporting  devices  used  outside  a 
device  user  facility  that  are  intended  for 
use  by  a  single  patient  over  the  life  of 
the  device  and  permanent  implants  that 
are  tracked  devices,  after  distribution  to 
or  implantation  in  a^iatient: 

(i)  The  lot  number,  batch  number, 
model  number  or  serial  number  of  the 
device,  or  other  identifier  necessary  to 
provide  for  effective  tracking  of  the 
devices; 

(ii)  The  date  the  device  was  shipped 
by  the  manufacturer; 

(iii)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device; 

(iv)  The  date  the  device  was  provided 
to  the  patient; 

(v)  The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician; 

(vi)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 


different  than  the  prescribing  physician; 
and 

(vii)  If  applicable,  the  date  the  device 
was  explanted  and  the  name,  mailing 
address,  and  telephone  number  of  the 
explanting  physician;  the  date  of  the 
patient’s  death;  or  the  date  the  device 
was  returned  to  the  manufacturer, 
permanently  retired  from  use,  or 
otherwise  permanently  disposed  of. 

(3)  Except  as  required  by  order  under 
section  518(e).  within  10  working  days  of 
a  request  from  FDA  for  life-sustaining  or 
life-supporting  devices  used  outside 
device  user  facilities  that  are  intended 
for  use  by  more  than  one  patient  and 
that  are  tracked  devices,  after  the 
distribution  of  the  device  to  the  multiple 
distributon 

(i)  The  lot  model  number,  batch 
number,  serial  number  of  the  device,  or 
other  identifier  necessary  to  provide  for 
effective  tracking  of  the  device; 

(ii)  The  date  the  device  was  shipped 
by  the  manufacturer; 

(iii)  The  name,  address,  and  telephone 
number  of  the  multiple  distributor, 

(iv)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  using  the 
device; 

(v)  The  location  of  the  device; 

(vi)  The  date  the  device  was  provided 
for  use  by  the  patient; 

(vii)  The  name,  address,  and 
telephone  number  of  the  prescribing 
physician;  and 

(viii)  If  and  when  applicable,  the  date 
the  device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permanently  disposed 
of. 

(b)  A  manufacturer  of  a  tracked 
device  shall  keep  current  records  in 
accordance  with  its  standard  operating 
procedure  of  the  information  identified 
in  paragraphs  (a)(1),  (a)(2)  and  (a)(3)(i) 
through  (a)(3)(iv)  of  this  section  on  each 
tracked  device  released  for  distribution 
for  as  long  as  such  device  is  in  use  or  in 
distribution  for  use. 

(c)  A  manufacturer  of  a  tracked 
device  shall  establish  a  written  standard 
operating  procedure  for  the  collection, 
maintenance,  and  auditing  of  the  data 
specified  in  paragraphs  (a)  and  (b)  of 
this  section.  A  manufacturer  shall  make 
this  standard  operating  procedure 
available  to  FDA  upon  request.  A 
manufacturer  shall  incorporate  the 
following  into  the  standard  operating 
procedure: 

(1)  Data  collection  and  recording 
procedures,  which  shall  include  a 
procedure  for  recording  when  data 
which  is  required  under  this  part  is 
missing  and  could  not  be  collected  and 
the  reason  why  such  required  data  is 
missing  and  could  not  be  collected; 


(2)  A  method  for  recording  all 
mochfications  or  changes  to  the  tracking 
system  or  to  the  data  collected  and 
maintained  under  the  tracking  system, 
reasons  for  any  modification  or  change, 
and  dates  of  any  modification  or  change. 
Modification  and  changes  included 
imder  this  requirement  include 
modifications  to  the  data  (including 
termination  of  tracking),  the  data  format, 
the  recording  system,  and  the  file 
maintenance  procedures  system;  and 

(3)  A  quality  assurance  program  that 
includes  an  audit  procedure  to  be  run  for 
each  device  product  subject  to  tracking, 
at  not  less  than  e-month  intervals  for  the 
first  3  years  of  distribution  and  at  least 
once  a  year  thereafter.  This  audit 
procedure  shall  provide  for  statistically 
relevant  sampling  of  the  data  collected 
to  ensure  the  accuracy  of  data  and 
performance  testing  of  the  functioning  of 
the  tracking  system. 

(d)  When  a  manufacturer  becomes 
aware  that  a  distributor,  final 
distributor,  or  multiple  distributor  has 
not  collected,  maintained,  or  furnished 
any  record  or  information  required  by 
this  part,  the  manufachu*er  shall  notify 
the  roA  district  office  responsible  for 
the  area  in  which  the  distributor,  final 
distributor,  or  multiple  distributor  is 
located  of  the  failure  of  such  persons  to 
comply  with  the  requirements  of  this 
part.  Manufacturers  shall  have  taken 
reasonable  steps  to  obtain  compliance 
by  the  distributor,  multiple  distributor, 
or  final  distributor  in  question  before 
notifying  FDA. 

Subpart  C— Additional  Requirements 
and  Responsibilities 

§  821.30  Tracking  obllgationa  of  persons 
other  than  device  manufacturers: 
distributor  requirements. 

(a)  A  distributor,  final  distributor,  or 
multiple  distributor  of  any  tracked 
device  shall,  upon  purchasing  or 
otherwise  acquiring  any  interest  in  such 
a  device,  promptly  provide  the 
manufacturer  tracking  the  device  with 
the  following  information: 

(1)  The  name  and  address  of  the 
distributor,  final  distributor  or  multiple 
distributor; 

(2)  The  lot  number,  batch  number, 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device; 

(3)  The  date  the  device  was  received; 

(4)  The  person  from  whom  the  device 
was  received; 

(5)  If  and  when  applicable,  the  date 
the  device  was  explanted,  the  date  of 
the  patient’s  death,  or  the  date  the 
device  was  returned  to  the  distributor. 
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permanently  retired  from  use,  or 
otherwise  permanently  disposed  of. 

(b)  A  final  distributor,  upon  sale  or 
other  distribution  of  a  tradced  device  for 
use  in  or  by  the  patient,  shall  promptly 
provide  the  manufacturer  tradcing  the 
device  with  the  following  information: 

(1)  The  name  and  address  of  the  final 
distributed, 

(2)  The  lot  number,  batch  number, 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device: 

(3)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device: 

(4)  The  date  the  device  was  provided 
to  the  patient  or  for  use  in  the  patient: 

(5)  The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician: 

(6)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
different  than  the  prescribing  physician: 
and 

(7)  When  applicable,  the  date  the 
device  was  explanted  and  the  name, 
mailing  address,  and  telephone  number 
of  the  explanting  physicicui.  the  date  of 
the  patient's  death,  or  the  date  the 
device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permanently  disposed 
of. 

(c) (1)  A  multiple  distributor  shall  keep 
written  records  of  the  following  each 
time  such  device  is  distributed  for  use 
by  a  patient: 

(i)  The  lot  number,  batch  number,  or 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device: 

(ii)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available]  of  the  patient  using  the 
device; 

(iii)  The  location  of  the  device: 

(ivj  The  date  the  device  was  provided 
for  use  by  the  patient: 


(v)  The  name,  address,  and  telephone 
number  of  the  prescribing  physician; 

(vi)  The  name,  address,  and  telephone 
number  of  the  physician  regularly 
following  the  patient  if  different  than  the 
prescribing  physician;  and 

(vii)  Whm  applicable,  the  date  the 
device  was  permanently  retired  from 
use  or  otherwise  permanently  disposed 
of. 

(2)  Except  as  required  by  order  under 
section  Sl^e),  any  person  who  is  a 
multiple  distributor  subject  to  the 
recordkeeping  requirement  of  paragraph 
(c)(1)  of  this  section  shall,  vrithin  S 
working  days  of  a  request  from  die 
manufacturer  or  within  10  working  days 
of  a  request  from  FDA  for  the 
information  identified  in  paragraph 
(c)(1)  of  diis  section,  provide  such 
information  to  the  manufacturer  or  FDA. 

(3)  A  disfributor,  final  distributor,  or 
multiple  distributor  shall  make  any 
records  required  to  be  kept  under  this 
part  available  to  the  manufacturer  of  the 
tracked  device  for  audit  upon  written 
request  by  an  authorized  representative 
of  the  manufacturer. 

Subpart  D  nacords  and  Inspections 

$621.50  AvailabUity. 

(a)  Manufacturers,  distributors, 
multiple  distributors,  and  final 
distributors  shall,  upon  the  presentation 
by  an  FDA  representative  of  official 
credentials  and  the  issuance  of  Form  FD 
482  at  the  initiation  of  an  inspection  of 
an  establishment  or  person  under 
section  704  of  the  act.  make  each  record 
and  all  infonnation  required  to  be 
collected  and  maintained  under  this  part 
and  all  records  and  information  related 
to  the  events  and  persons  identified  in 
such  records  available  to  FDA 
personnel 

(b)  Records  and  information 
referenced  in  paragraph  (a)  of  this 
section  shall  be  available  to  FDA 
personnel  for  purposes  of  reviewing, 
copying,  or  any  other  use  related  to  die 
enforcement  of  the  act  and  this  part 


Records  required  to  be  kept  by  this  part 
shall  be  kept  within  the  United  States. 

$821.55  Confidentiaitty. 

(a)  Records  and  other  information 
submitted  to  FDA  under  this  part  shall 
be  protected  fiom  public  disclosure  to 
the  extent  peimitted  under  part  20  of 
this  chapter,  and  in  accordance  with 

$  20.63  of  this  chapter,  information 
contained  in  such  records  that  would 
identify  patient  or  research  subjects 
shall  not  be  available  for  public 
disclosure  except  as  provided  in  those 
parts. 

(b)  Patient  names  or  other  identifiers 
may  be  disclosed  to  a  manufacturer  or 
other  person  subject  to  this  part  or  to  a 
physician  when  the  health  or  safety  of 
the  patient  requires  that  such  persons 
have  access  to  the  information.  Such 
notification  will  be  pursuant  to 
agreement  diat  the  record  or  information 
will  not  be  further  disclosed  except  as 
the  health  aspects  of  the  patient 
requires.  Such  notification  does  not 
constitute  public  disclosure  and  will  not 
trigger  the  availability  of  the  same 
information  to  the  public  generally. 

$  821,60  ffotenteon  of  records. 

Persons  required  to  maintain  records 
under  this  part  shall  maintain  such 
records  for  the  useful  life  of  each 
tracked  device  they  manufacture  or 
distribute.  The  useful  life  of  a  device  is 
the  time  a  device  is  in  use  or  in 
distribution  for  use.  For  example,  a 
record  may  be  retired  if  the  person 
maintaining  the  record  becomes  aware 
of  the  fact  that  the  device  is  no  longer  in 
use,  has  been  explanted,  returned  to  the 
manufacturer,  or  the  patient  has  died. 

Dated:  May  26, 1992. 

David  A.  Kessler, 

Commissioner  of  Food  and  Drugs. 

Louis  W.  SullivaB. 

Secretary  of  Health  and  Human  Services. 

[FR  Doa  92-12623  Filed  S-28-92;  8.45  am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  821 

[Docket  Na  91N-02961 

Medical  Devices;  Device  Tracking 

agency:  Food  and  Drug  Administration. 
HHS. 

action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  proposing  to 
establish  a  device  tracking  requirement 
for  certain  categories  of  medi(^  devices 
under  the  Safe  Medical  Devices  Act  of 
1990  (the  SMDA).  FDA  first  proposed 
such  regulations  in  the  Fede^  Regbter 
of  March  27, 1992  (57  FR 10702).  This 
action  reflects  the  agency’s  initial 
review  of  certain  comments  received  in 
response  to  the  March  27, 1992, 
proposal.  FDA  is  issuing  this  proposal  to 
provide  for  orderly  implementation  of 
the  tracking  requirements.  Elsewhere  in 
this  issue  of  the  Federal  Register  is  a 
document  entitled  “Medical  Devices: 
Device  Tracking;  final  rule,  notification 
of  status  under  the  Safe  Medical 
Devices  Act;  confirmation  of  effective 
date."  That  document  describes  how 
this  proposed  rule,  by  operation  of  the 
SMDA,  will  have  the  status  of  a  final 
rule. 

The  promulgation  of  a  device  tracking 
regulation  is  required  by  the  SMDA. 
which  amended  the  Federal  Food,  and 
Drug,  and  Cosmetic  Act  (the  act)  to 
require  that  manufacturers  of  certain 
medical  devices  adopt  a  method  of 
tracking  that  follows  those  devices 
through  the  distribution  chain  and  then 
identifies  and  tracks  the  patients  who 
receive  them.  The  SMDA  requires 
tracking  by  manufacturers  of  life¬ 
supporting  or  life-sustaining  devices  that 
are  used  outside  a  device  user  facility 
and  of  permanently  implantable  devices, 
if  the  failure  of  these  devices  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences.  The 
SMDA  also  gives  FDA  the  authority  to 
designate  other  devices  which  must  be 
tracked  by  their  manufacturers.  The 
proposed  regulation  would  also  apply  to 
devices  that  FDA  designates  for 
tracking.  This  proposal  applies  to  all 
devices  subject  to  tracking  under  the 
SMDA  that  are  initially  introduced  into 
interstate  commerce  or  presented  for 
importation  into  the  United  States  on  or 
after  March  1, 1993. 

FDA  is  also  announcing  that  it  is 
withdrawing  the  March  1992,  proposal 
FDA  requests  comments  on  this 
propos^  regulation.  After  closure  of  the 


comment  period  for  this  proposed  rule 
and  consideration  of  comments,  FDA 
will  if  necessary,  take  further  action. 
DATES:  Written  comments  by  July  28, 

1992.  The  agency  is  proposing  that  any 
final  rule  that  may  issue  based  on  this 
proposal  become  effective  March  1, 

1993.  For  further  information  on 
“Effective  Date.”  see  the  document 
published  elsewhere  in  this  issue  of  the 
Federal  Register  entitled  “Medical 
Devices:  Device  Tracking;  final  rule; 
notification  of  status  under  the  Safe 
Medical  Devices  Act;  confirmation  of 
effective  date." 

ADDRESSES:  Submit  written  comments 
to  the  Dockets  Management  Branch 
(HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville.  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Joseph  M.  Sheehan,  Center  for  Devices 
and  Radiological  Health  (HFZ-84),  Food 
and  Drug  Administration,  5600  Fishers 
Lane.  Rockville.  MD  20857,  301-443- 
4874. 

SUPPtEMENTARY  INFORMATION: 

L  Background 

The  SMDA  (Pub.  L 101-629),  which 
became  law  on  November  28, 1990, 
added  section  519(e)  (21  U.S.C.  360i(e)) 
to  the  act  as  codified  at  21  U.S.C  321- 
393.  Section  519(e)  of  the  act  requires 
that  manufacturers  track  certain  devices 
from  the  manufacturer  through  the 
distribution  chain  to  the  patient  using 
the  device.  Under  section  519(e)  of  the 
act.  manufacturers  must  track  life¬ 
supporting  or  life-sustaining  devices  that 
are  used  outside  a  device  user  facility 
and  permanently  implantable  devices,  if 
the  failure  of  these  devices  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences.  Section 
519(e)  of  the  act  also  gives  FDA  the 
authority  to  designate  other  devices 
which  must  be  tracked  by  their 
manufacturers. 

Under  section  3(a)(A)(ii)  of  the  SMDA, 
FDA  was  to  have  issued  proposed 
regulations  implementing  section  519(e) 
of  the  act  within  9  months  of  enactment 
of  the  SMDA  (by  August  28, 1991). 

Under  section  3(c)(2)  of  the  SMDA.  FDA 
is  to  issue  final  regulations  not  later 
than  18  months  after  the  date  of 
enactment  of  the  SMDA  (by  May  28. 
1992).  However,  section  3(c)(2)  of  the 
SMDA  also  provides  that,  if  FDA  does 
not  promulgate  final  tracking  regulations 
by  May  28. 1992,  that 

the  Congress  finds  thst  there  is  good  cause 
for  the  proposed  regulations  to  be  considered 
as  the  final  regulafions  without  response  to 
conunent  because  the  implementation 
of  *  *  *  (section  S19(e)]  of  the  act  (is) 
essential  to  protect  the  health  of  patients  who 


use  such  devices.  Consequently,  in  such 
event  the  proposed  regulations  issued  under 
paragraph  (1)  shall  become  final  regulations 
as  of  the  expiration  of  such  18  months.  There 
shall  be  promptly  published  in  the  Federal 
Register  nofice  of  the  new  status  of  the 
proposed  regulations. 

(The  SMDA,  section  3(c)(2).) 

On  March  27. 1992  (57  FR  10702),  FDA 
published  a  proposed  rule  in  the  Federal 
Registw  that  outlined  the  recordkeeping 
and  reporting  requirements  which  FDA 
believed  were  necessary  to  ensure  that 
tracking  serves  its  purpose— ensuring 
that  manufacturers  can,  after  devices 
have  been  distributed,  promptly  locate 
the  device  and  the  user  of  the  device  if 
FDA  orders  a  recall  or  patient 
notification  due  to  serious  adverse 
health  consequences  or  unreasonable 
risks  of  substantial  harm  to  the  public 
health  associated  with  the  use  of  the 
device.  To  that  end,  the  March  27, 1992, 
proposal  applied  to  manufactivers  and 
those  persons  involved  in  the 
distribution  of  tracked  devices, 
including  distributors,  pharmacies, 
hospitals,  and  doctors. 

The  period  for  submitting  comments 
in  response  to  the  March  27, 1992, 
proposal  closed  on  May  28, 1992.  By 
May  15, 1992,  the  agency  had  received 
over  400  comments.  Comments  have 
been  received  fitim  physicians 
specializing  in  medical  disciplines 
utilizing  devices  subject  to  tracking, 
large  and  small  device  manufacturers, 
distributors,  durable  medical  equipment 
suppliers,  hospitals,  trade  associations 
and  attorneys  representing  business 
interests,  and  private  citizens.  The 
comments  received  thus  far  have  raised 
significant  issues,  including  the  effective 
date  of  the  proposed  regulations;  the 
applicability  of  tracking  requirements  to 
imported  and  exported  devices;  the 
prohibition  on  distributing  to 
noncompliant  distributors;  alternative 
methods  of  tracking:  devices  subject  to 
tracking;  and  reporting  timeframes  and 
costs.  In  addition,  the  agency  expects  to 
receive  more  comments  before  the  close 
of  the  comment  period  on  the  March  27. 
1992,  proposal 

Given  the  statutory  deadline,  FDA 
does  not  have  sufficient  time  to  give  fiill 
and  careful  consideration  and  response 
to  all  comments  and  issue  final 
regulations  by  May  28, 1992,  the  date 
upon  which  proposed  tracking 
regulations  are  to  become  final 
regulations  under  section  3(c)(2)  of  the 
SMDA.  Nevertheless,  FDA  has  been 
reviewing  comments  on  the  March  27, 
1992,  proposal  as  they  are  filed.  In  light 
of  the  comments  filed  and  reviewed  thus 
far,  FDA  has  reconsidered  aspects  of  the 
regulations  proposed  on  Mar^  27, 1992, 
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and  has  determined  that  some  revisions 
of  the  proposed  regulation  are  needed  to 
ensure  elective  implementation  of  the 
statutory  tracking  requirements. 
Accordingly,  FDA  is  incorporating  the 
revisions  that  it  has  determined,  based 
on  comments  reviewed  thus  far,  are 
necessary  and  proposing  a  revised 
medical  device  tracking  regulation  that 
supersedes  the  March  27, 1992,  proposal. 
To  the  extent  still  applicable,  the  basis, 
purpose,  authority  discussion,  and  other 
explanations  in  the  preamble  to  that 
proposal  apply  to  this  proposal. 

II.  Effective  Date 

In  the  March  27, 1992  proposal,  FDA 
proposed  that  the  effective  date  of  the 
regulation  would  be  30  days  after  date 
of  the  publication  of  the  final  rule  or 
May  28. 1992,  whichever  occurred  first, 
FDA  also  stated  that  section  519(e)  of 
the  act  would  go  into  effect  on  the  date 
that  final  regulations  go  into  effect  or 
May  28, 1992,  whichever  occurs  first. 
Many  comments,  however,  explained 
that  it  would  be  impossible  to  comply 
with  the  rule  by  May  28, 1992,  and 
requested  that  the  agency  extend  by  at 
least  6  months  the  effective  date  of  the 
regulations.  At  least  one  comment 
pointed  out  that  the  SMDA  provides 
only  that  section  519(e)  of  the  act 
becomes  effective  on  the  effective  date 
of  final  regulations  and  that  nothing  in 
the  SMDA  curtailed  FDA’s  ability  to 
provide  for  an  effective  date  of  the 
regulations  after  May  28, 1992.  Many 
comments  pointed  out  that  numerous 
actions  would  have  to  be  taken  before 
May  28, 1992,  to  comply  with  all  of  the 
requirements  of  the  regulations.  Several 
comments  noted  that,  in  some  cases, 
manufacturers  would  have  to  make 
changes  to  a  tracked  device  or  its 
manufacturing,  packaging,  or  labeling  in 
order  to  comply.  The  comments  pointed 
out  that  some  of  these  changes  could 
require  the  submission  of  premarket 
notifications  or  premarket  approval 
supplements  for  FDA  clearance  of  the 
changes.  Until  a  company  received  a 
response  from  FDA  (which  could  take 
up  to  90  days  for  a  premarket 
notification  and  180  days  for  an 
approval  of  a  PMA  supplement  under 
the  statutory  timeframes),  a  company 
could  not  distribute  the  devices  with  the 
changes  necessary  to  track  its  device. 
Comments  noted  that  even  if  FDA 
clearance  were  not  needed  for  a  change, 
many  necessary  changes  in 
manufacturing,  packaging,  or  labeling 
could  not  be  ^lly  implemented  by  May 
28, 1992. 

Comments  also  noted  that 
manufacturers  needed  more  time  to 
coordinate  their  tracking  programs  with 
the  distributors,  multiple  distributors. 


and  final  distributors  of  their  products 
and  to  educate  these  persons  about  the 
requirements  and  importance  of 
tracking.  In  addition,  comments 
explained  that  manufacturers  could  not, 
by  May  28, 1992,  draft  the  necessary 
standard  operating  procedures  (SOP's), 
obtain  and  install  the  necessary 
computer  systems,  change  pricing 
strategies,  change  distribution  policies, 
change  contractual  agreements  with 
distributors  and  hospitals,  and  hire  and 
train  employees  to  implement  tracking 
systems. 

According  to  the  comments, 
manufacturers’  inability  to  take  all  the 
steps  by  May  28, 1992,  would  disrupt  the 
supply  of  devices  critical  to  health.  For 
example,  the  requirement  that  devices 
have  a  unique  identifier  for  tracking 
purposes  could  result  in  devices  being 
removed  from  inventory  for  repacking 
before  shipment,  while  other  devices 
might  be  taken  off  the  market  until  their 
manufacturers  had  implemented  their 
tracking  systems. 

FDA  agrees  with  many  of  these 
comments.  While  FDA  believes  that 
tracking  critical  devices  to  ensure  that 
notifications  and  recalls  of  such  devices 
are  promptly  and  effectively  carried  out 
is  a  significant  public  health  tool,  FDA 
also  believes  it  is  not  in  the  public’s 
interest  for  systems  as  complex  and  far- 
reaching  as  medical  device  tracking  to 
be  implemented  in  a  piecemeal, 
unorganized,  or  careless  maimer.  In 
order  for  tracking  systems  to  perform  as 
envisioned  by  Congress  and  ITOA,  FDA 
believes  that  affected  parties  do  need 
more  time  so  that  they  can  implement 
tracking  systems  thoughtfully  and 
carefully,  taking  into  account  factors 
related  to  the  device  itself,  the 
distribution  systems,  and  the  users  of 
the  device. 

Section  3(c)  of  the  SMDA  provides 
that,  if  FDA  has  not  issued  a  final  rule 
by  May  28, 1992,  the  proposed  rule  will 
become  the  final  rule  on  that  date. 
However,  FDA,  upon  reconsideration, 
agrees  that  the  SMDA  does  not  preclude 
FDA  from  providing  for  a  delayed 
effective  date  for  the  regulations. 

Indeed,  delaying  the  effective  dates  of 
final  rules  is  a  common  practice  in  order 
to  allow  the'  regulated  community 
adequate  compliance  time.  As  noted 
above,  FDA  has  reconsidered  the 
effective  date  in  the  March  27, 1992, 
proposal  and  has  determined  that  it  is 
appropriate,  under  the  circumstances 
present  here,  to  extend  the  effective 
date  of  the  final  rule  until  March  1, 1993. 
Under  section  3(b)(3)  of  the  SMDA, 
therefore,  section  519(e)  of  the  act  will 
be  effective  on  March  1. 1993. 


Thus,  on  and  after  March  1. 1993, 
manufacturers  and  importers  of  devices 
subject  to  tracking  will  be  required  to 
have  in  place  the  written  SOP’s  required 
under  proposed  {  821.25(c),  and  these 
SOP’s  should  be  made  available  to  all 
who  are  responsible  for  implementing 
and  maintaining  the  tracking  system. 

FDA  will  regard  the  failure  to  have  the 
required  written  SOP  in  place  as  a 
violation  of  sections  301  and  502  of  the 
act. 

Starting  March  1, 1993,  FDA  also 
expects  manufacturers  and  importers  to 
make  a  good  faith  effort  to  comply  with 
the  remaining  provisions  of  the 
proposed  relation.  FDA.  however, 
recognizes  that  for  the  first  6  to  12 
months  of  tracking,  manufacturers, 
distributors,  multiple  distributors,  and 
final  distributors  will  be  fine-tuning  their 
procedures  for  tracking  based  on  their 
initial  experiences.  Thus,  to  determine 
"good  faith,”  FDA  will  look  at  whether 
efforts  to  comply  are  documented  after 
the  first  two  audits  and  whether  persons 
subject  to  tracking  are  taking  immediate 
steps  to  correct  any  shortcomings 
identified  by  the  firat  two  audits.  While 
FDA  will  not  specifically  schedule 
inspections  for  the  purpose  of  reviewing 
a  tracking  system  during  the  early 
stages  of  implementation,  FDA  will 
review  tracking  systems  and  records 
during  regularly  scheduled  current  good 
manufacturing  practice  (CGMP) 
inspections. 

In  the  preamble  to  the  proposed  rule, 
the  agency  recognized  there  might  be 
facets  of  device  distribution,  tracking, 
and  patient  followup  whose  impact 
upon  the  benefits,  effectiveness,  and 
cost  of  device  tracking  systems  were  not 
fully  being  taken  into  account  in  all 
respects  by  the  agency  (57  FR  at  10702  at 
10712  and  10713).  Accordingly,  FDA 
solicited  comments  in  nine  areas 
pertaining  to:  the  number  and  kind  of 
tracking  systems  presently  in  use  by 
industry:  how,  to  what  degree,  and  at 
what  cost  existing  tracking  systems 
would  have  to  be  modified  by 
manufacturers  and  distributors  to 
accommodate  the  proposed  device 
tracking  requirements;  and  what 
business  practices  would  be  benefitted 
by  the  proposed  tracking  system 
requirements  besides  increased 
capabilities  to  track  and  recall  devices 
and  notify  patients  using  certain 
devices. 

FDA  remains  committed  to  the  notice 
and  comment  process  as  the  appropriate 
mechanism  for  informed  decisionmaking 
on  device  tracking.  The  agency  intends 
to  review  and  consider  all  comments 
received  in  response  to  the  proposed 
rule  published  on  March  27. 1992  as  well 


22973 


Federal  Register  /  Vol.  57.  No.  104  /  Friday.  May  29.  1992  /  Proposed  Rules 


as  to  review  and  consider  all  comments 
submitted  by  July  28, 1992,  on  the 
revisions  to  this  proposed  tracking  rule. 

A.  Effective  Date 

As  discussed  above,  FDA  is  revising 
8  821.1(c)  of  the  proposed  regulation, 
deleting  the  pre^ous  reference  to  May 
28, 1992  as  the  latest  date  by  which  the 
manufacturer  (repacker,  initial  foreign 
importer,  and  others)  of  a  tracked  device 
would  be  required  to  implement  a 
method  of  tracking.  Revised  §  821.1(c)  of 
the  proposed  rule  requires  the 
implementation  of  a  method  of  tracking 
devices  that  are  subject  to  section  S19(e) 
of  the  act  and  that  are  manufactured, 
repacked,  or  presented  for  importation 
into  the  United  States  on  or  after  March 
1, 1993.  Tracking  will  be  required  for 
finished  devices  initially  introduced  or 
delivered  for  introduction  into  interstate 
commerce  and  devices  offered  for 
importation  on  or  after  March  1, 1993. 

B.  Illustrative  List 

The  majority  of  comments  objected  to 
the  inclusion  of  one  or  more  devices  on 
the  illustrative  list  of  devices  subject  to 
the  tracking  requirements  (§  821.20(b)). 

As  a  result,  FDA  has  reviewed  the 
legislative  history  of  the  SMDA,  the 
statutory  language,  the  proposed 
definitions  of  the  statutory  terms,  the 
specific  comments  already  received 
about  the  purpose  and  contents  of  the 
list,  and  the  intended  uses,  methods  of 
operation,  and  safety  records  of  the 
devices  enumerated  on  the  previous 
illustrative  list.  In  so  doing,  FDA  has 
been  able  to  refine  its  understanding  of 
the  category  of  devices  intended  by 
Congress  to  be  subject  to  tracking. 

Preliminarily,  FDA  reiterates  that  the 
“(mjanufacturers  have  the  responsibility 
to  identify  devices  that  meet  the  criteria 
for  tracking  and  to  initiate  tracking.” 
(proposed  8  821.20(b)).  The  illustrative 
list,  therefore,  consists  of  those  devices 
that,  based  upon  information  currently 
held  by  FDA  with  regard  to  approved 
intended  uses,  meth^s  of  operation, 
and  extant  agency  safety  records,  FDA 
regards  as  subject  to  tracking  under  the 
criteria  set  forth  in  this  regulation. 
Furthermore,  if  the  intended  uses  or  the 
methods  of  operation  were  to  change, 
either  because  of  changes  in  the  use  or 
manufacture  or  changes  in  knowledge 
about  a  device,  the  list  might  require 
further  revision,  either  to  include  or 
exclude  other  devices.  FDA  solicits  such 
comments  for  further  evaluation. 

The  statutory  algorithm  for  mandatory 
tracking  requires  the  manufacturer  to 
determine  whether  the  device  is  either 
“permanently  implantable"  or  *‘a  life- 
sustaining  or  life-supporting  device  used 
outside  a  device  user  faclHty.”  (section 


519(e)(1)  of  the  act).  If  it  is,  the 
manufacturer  must  determine  if  the 
failure  of  the  device  would  be 
"reasonably  likely  to  have  adverse 
health  consequences.”  (section  519(e)(i) 
of  the  act).  After  reviewing  the 
legislative  history,  FDA  concluded  that 
“permanently  implantable”  did  not 
include  all  devices,  which  remain  ■ 
incorporated  within  the  body,  which 
would  include  all  nonabsorlMble  suture 
material  and  similar  devices.  Rather. 

FDA  concluded  that  the  device  must  not 
only  remain  in  the  body.'but  must 
“continuously  assist,  restore,  or  replace 
the  function  of  an  organ  system  or 
structure  of  the  human  body  throughout 
the  useful  life  of  the  device.”  (proposed 
8  821.3(f)).  Thus,  the  category  of  devices 
which  are  permanently  implantable 
excludes  those  devices  which,  although 
they  may  remain  permanently  in  the 
body,  cease  to  perform  the  function  for 
which  they  were  designed  after  a  known 
time  period  The  definition  thus 
excludes  nonabsorbable  suture  material. 
The  category  is  designed  to  permit 
recalls,  patient  advisories,  and/or 
explantation,  of  devices  based  upon 
new  information  of  device  failure 
related  to  device  design  or  performance. 
Thus.  FDA  concluded  that  a  device  that 
serves  only  a  temporary  function,  or 
ceases  to  perform  the  fimction  for  which 
it  was  designed  although  it  may  remain 
in  the  body,  was  not  intended  by 
Congress  to  be  tracked  as  a  permanently 
implantable  device. 

Many  comments  brought  to  FDA’s 
attention  that  many  devices  on  the 
initial  illustrative  list  for  “permanently 
implanted”  devices,  although  left  in  the 
body,  only  functioned  temporarily  when 
understood  in  light  of  their  intended  use 
and  known  method  of  function.  To  the 
extent  that  FDA  has  not  completed  the 
task  of  verihcation  of  such  data 
submissions  or  to  the  extent  that  other 
parties  may  wish  to  submit  further  such 
information  about  devices  currently  on 
the  illustrative  list  or  devices  that 
should  be  placed  on  such  a  list,  FDA 
anticipates  further  revision. 

Based  upon  review  of  the  earlier 
published  list  of  permanently 
implantable  devices,  FDA  concludes 
that  the  following  devices  do  not  fall 
within  the  definition  as  the  device  does 
not  continue  to  assist,  restore  or  replace 
the  function  of  an  organ  system  or 
structure  of  the  human  body: 

Vena  Cava  Clip 

Cardiovascular  Intravascular  Filter 
Intracardiac  patch  or  pledget  made  of 
polypropylene,  polyethylene 
terephthalate,  polytetrafluoroethylene 
Aneurysm  clip 

Artificial  eml^ization  device 


Intravasciilar  occluding  catheter 
Spinal  interlaminal  fixation  orthosis 
Spinal  intervertebral  body  fixation 
orthosis 

As  FDA  understands  it  the  vena  cava 
clip  and  the  cardiovascular 
intravascular  filter  serve  to  narrow  the 
lumen  of  the  inferior  vena  cava  to 
preclude  the  passage  of  large  emboli 
from  the  lower  part  of  the  body  through 
the  heart  and  into  the  lungs.  The  devices 
do  not  generally,  totally  occlude  blood 
flow,  eidier  because  a  smaller 
intraluminal  passage  remains  or 
collateral  dilation  may  develop 
around  the  device.  However,  the 
remaining  blood  flow  is  directed  through 
smaller  conduits  that  preclude  passage 
of  large  embolL  These  smaller  conduits 
become  permanent  regardless  of  the 
permanence  of  the  device.  Device 
failure,  based  upon  the  newly  identified 
design  or  performance  Questions,  with 
resultant  breakage  and/or  migration,  is 
not  likely  to  result  in  recurrence  of 
susceptibility  to  large  pulmonary  emboli. 

Aneurysm  clips,  intravascular 
occluding  catheters,  and  artificial 
embolization  devices  are  intended  to 
restore  normal  circulatory  function  to  a 
diseased,  damaged,  altered,  or 
dysfunctional  blood  vessel  by  occluding 
the  vessel  at  the  appropriate  point  After 
occlusion  occurs,  dot  formation  and 
organization  and  neointimal 
development  replace  the  function  of  the 
device.  The  device  remains  in  place  only 
because  removal  is  difficult  or 
dangerous. 

Pledgets  serve  to  reinforce  suture 
material  placed  through  myocardial 
tissue.  Much  like  suture  material  itself, 
the  function  of  the  pledget  is  replaced  by 
natural  processes  of  scar  formation, 
neointimal  and  endothelial  cell 
proliferation,  and  other  processes  of 
healing.  These  devices  do  not  continue 
to  function  after  that  healing  process  is 
completed.  'These  devices,  therefore,  do 
not  "continuously  •  •  *  restore  *  *  • 
the  function  of  an  organ  system  of  the 
body  throughout  the  useful  life  of  the 
device,”  and  FDA  does  not  believe  they 
are  subject  to  tracking. 

The  spinal  interlaminal  and 
intervertebral  body  fixation  devices  are 
designed  to  provide  an  alternative  to 
bony  or  ligamentous  support  after 
surgery  to  correct,  repair,  or  treat 
various  boney  diseases  or  deformities  of 
the  spine.  After  the  completion  of 
healing  by  bone  growth,  spina!  fusion,  or 
other  process,  the  device  no  longer 
serves  as  the  primary  support.  Tlietr 
removal  at  this  stage  is  elective,  but  may 
be  deferred  based  upon  such 
considerations  as  die  risk  of  further 
surgery.  FDA  here  reiterates  that  we  are 
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continuing  to  seek  information  regarding 
the  potential  adverse  health  • 
consequences  of  these  devices.  FDA 
specifically  solicits  comments  on 
whether  deleting  these  devices  from  the 
list  is  appropriate.  As  noted  in  the 
preamble  to  the  March  27,^  1992 
proposal,  procedures  exist  for  adding 
devices  onto  the  list. 

FDA  notes,  however,  that  FDA's 
current  position  on  the  two  types  of 
spinal  fixation  devices  identiHed  in  the 
proposal,  e.g.,  Harrington  rod  (21  CFR 
888.3050]  and  Dwyer  Wire  (21  CFR 
888.3060)  does  not  reflect  roA's  position 
on  other  devices  that  may  be  promoted 
and  used  for  spinal  Hxation.  Other 
devices  have  not  yet  been  approved  for 
spinal  fixation  or  otherwise  cleared  for 
marketing  as  spinal  fixation  devices. 

Finally,  the  agency  has  also 
reconsidered,  based  upon  comments,  the 
inclusion  of  the  central  nervous  system 
fluid  shunt  ("CNS  shunt”)  and 
components.  Several  comments  noted 
that  the  Senate  report,  which  referred  to 
the  "crucial  concept”  of  "serious, 
adverse  health  consequences,"  stated 
that  “injuries  attributable  to  a  device 
that  are  not  significant  in  nature  and  are 
treatable  and  reversible  by  standard 
medical  techniques,  proximate  in  time  to 
the  injury,  are  not  included  within  the 
term’s  definition."  (See  S.  Rept.  513, 

101st  Cong.,  2d  sess.  19  (1990).)  The 
comments  noted  that  CNS  shunt  failure 
has  always  been  a  fairly  common  event 
and  that  there  is  no  existing  design  that 
is  free  fixim  such  failure.  Furthermore, 
the  conunents  noted  that  shunt  revision 
is  a  common  and  standard  medical 
technique.  Finally,  the  comments  noted 
that  shunt  failure  results  in  the  slow 
reaccumulation  of  CNS  fluid,  at 
gradually-increasing  pressiu«,  during 
which  time  period  symptoms  of  the 
original  disease,  which  precipitated  the 
primary  CNS  shunt  insertion,  slowly 
recur.  FDA  agrees.  Complete  CNS  shunt 
failure  is  a  common  expected 
experience  and  existing  medical 
standards  and  techniques  have  been 
developed  so  that  CNS  shunt  revision  is 
available  on  a  timely  and  emergency 
basis  to  patients  who  have  CNS  shunts 
in  place.  Moreover,  when  such  timely 
shunt  revision  is  performed,  reversal  of 
the  symptom  complex  occurs.  FDA 
therefore  concludes  that  CNS  shunts  are 
excluded  fit)m  tracking  based  upon 
Congressional  understanding  of  the 
terms,  “serious  adverse  health 
consequences,"  which  precludes 
application  of  tracking  to  devices  for 
which  timely,  known,  and  well- 
recognized  medical  intervention  would 
’  result  in  reversal  of  any  medical 


complications  due  to  expected  device 
failure  to  function. 

FDA  notes,  for  the  record  and  to  assist 
manufacturers  in  identifying  devices  for 
which  tracking  is  required,  that  timely 
intervention  is  unlikely  to  result  in 
reversing  complications  for  device 
failure  when  the  device  performs 
mandatory  ventilatory,  airway,  or 
circulatory  functions,  which  must  be 
restored  almost  instantaneously  if 
failure  occurs. 

Upon  review.  FDA  concludes  that  the 
following  device  does  not  meet  the 
statutory  requirement  that  device  failure 
“would  be  reasonably  likely  to  have 
serious  adverse  health  consequences": 
Central  nervous  system  fluid  shunt  and 
components. 

FDA  also  reviewed  comments  with 
regard  to  the  second  prong  of  mandatory 
tracking  “Life-sustaining  or  Life¬ 
supporting  devices  used  outside  device 
user  facilities."  Several  comments  noted 
that  devices  included  on  the  illustrative 
list  were  either  (1)  not  intended  for  use 
to  support  or  sustain  life  or  (2)  device 
failures  were  treatable  and  reversible  by 
standard  medical  techniques,  proximate 
in  time  to  the  injury.  With  regard  to  the 
second  category  of  devices  subject  to 
tracking,  FDA  notes  that  these  devices 
are  not  intended  to  be  used  along  with 
attendant  physician  supervision  and 
may  be  used  in  the  home.  FDA  must 
consider,  therefore,  not  whether  the 
remedial  techniques  are  standard 
medical  techniques,  but  whether  such 
techniques  would  be  reasonably  known 
and  available  to  the  user  of  the  device. 

FDA  agrees  with  the  comments  that 
suggested  and  provided  evidence  that 
the  following  devices  were  not  life- 
sustaining  and  life-supporting  devices, 
within  the  intent  of  Congress,  to  be 
tracked: 

Noncontinuous  ventilator 
Portable  liquid  oxygen  unit 
Portable  oxygen  generator,  including 
oxygen  concentrator 
With  respect  to  the  ventilatory  and 
oxygen  devices,  by  their  nature,  these 
devices  are  not  essential  to  sustaining 
ventilation  or  respiration.  Patients  who 
require  ventilatory  support  to  sustain  or 
support  life  could  not  survive  without 
continuous  ventilation.  Furthermore, 
while  oxygen  supplementation  is 
frequently  an  adjunct  to  satisfactory 
home  management  of  patients  with 
respiratory  disease,  FDA  believes  that 
standard  medical  practice  precludes  the 
use  of  oxygen  supplementation  outside  a 
user  facility  for  patients  who  could  not 
tolerate  periods  of  room  air  breathing 
long  enough  to  identify  and  obtain 
further  supplemental  oxygenation  even 


if  remediation  required  transport  to  a 
hospital  facility. 

FDA  agrees  with  comments  that 
suggested  or  provided  evidence  that  the 
failure  of  the  following  devices  would 
not  be  reasonably  likely  to  have  serious 
adverse  health  consequences  because 
timely,  simple,  and  well-known  lay 
intervention  would  preclude  irreversible 
injury: 

Pressure  regulator,  including  mechanical 
oxygen  regulators 
Tracheostomy  tube  and  tube  cuff 
Portable  liquid  oxygen  unit 
Portable  oxygen  generator,  including 
oxygen  concentrator 
Peritoneal  dialysis  system  and 
accessories 

With  the  exception  of  peritoneal 
dialysis  systems  and  accessories,  all  of 
these  devices  are  used  for  respiratory 
support  for  patients  with  impaired  but 
functioning  respiratory  systems.  FDA 
believes  that  both  the  nature  of  the 
devices  and  the  nature  of  their  use 
would  preclude  use  of  the  devices 
outside  a  user  facility  without 
significant  education  and/or  experience 
in  the  care  and  management  of  the 
devices.  Furthermore,  FDA  believes  that 
existing  medical  standards  preclude  the 
use  of  die  device  outside  a  user  facility 
in  circumstances  where  device  failure 
would  result  in  imminent  death  or 
permanent  injury.  Thus,  FDA  concludes 
that  failure  of  these  devices  is  not 
reasonably  likely  to  have  serious 
adverse  health  consequences.  FDA 
would  be  receptive,  however,  to  receipt 
of  further  information  about  the 
intended  or  actual  use  of  such  products 
that  might  prompt  a  reconsideration  of 
this  judgment. 

FDA  believes  that  failure  of  peritoneal 
dialysis  systems  would  be  easily 
recognized  and  remediated  by  the  user 
in  a  su^iciently  timely  fashion  to 
preclude  serious  adverse  health 
consequences. 

Electromechanical  infusion  pumps 
remain  on  the  list,  as  devices  not 
meeting  the  mandatory  statutory  criteria 
but  as  designated  for  tracking  because 
their  failure  nonetheless  presents  the 
potential  for  serious  adverse  health 
consequences.  Implantable  infusion 
pumps  remain  on  the  list  as  meeting  the 
definition  of  permanently  implantable 
devices,  the  failure  of  which  would  be 
reasonably  likely  to  have  serious 
adverse  health  consequences.  FDA  has 
received  reports  that  automated  infusion 
pumps,  either  implantable  or 
electromechanical,  may  fail  either  by 
ceasing  function  completely  or  by 
increasing  the  rate  at  which  medication 
of  fluid  is  delivered.  While  cessation  of 
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administration  or  medication  or  Huid  ^ 
may  be  promptly  recognized  and  •' 
remediated  by  the  user.  FDA  has  serious 
concerns  as  to  whether  the  same  is  true 
for  device  failure  that  manifests  by  over¬ 
infusion  or  overdosage.  Based  upon  the 
existing  record  of  reported  adverse 
events,  not  all  of  which  have  been  life- 
threatening,  and  the  belief  that  these 
automated  products  may  not  necessarily 
exhibit  design  or  performance  failures 
until  long  after  marketing,  FDA  believes 
that  these  devices  must  be  tracked  to 
permit  recalls  and/or  repair  until  a 
better  safety  record  can  be  established. 

As  stated  in  the  preamble  to  the 
March  27, 1992  proposal,  as  more 
information  comes  to  its  attention,  FDA 
may  add  to  or  remove  devices  &om  the 
list  in  accordance  with  the  procedures 
set  forth  in  that  preamble. 

C.  Exemptions/Variances;  Alternative 
Systems 

Many  comments  raised  questions 
about  the  applicability  of  or  need  for 
certain  tracking  requirements  of  the 
proposed  regulation  with  respect  to 
specific  devices.  For  example,  some 
comments  explained  that  there  is  no 
need  for  each  device  unit  to  a  unique 
identifier  to  conduct  an  effective  recall 
or  notification  of  certain  types  of 
devices.  Others  stated  that  some  devices 
may  include  disposable  parts  or 
accessories  that  do  not  need  to  be 
tracked  all  the  way  to  the  patient. 

FDA  agrees  that  it  may  be  possible  to 
effectively  track  certain  devices  without 
all  of  the  information  required  under 
proposed  §  821.25(a)(2]  or  S  821.25(a)(3). 
However,  after  reviewing  the  comments 
that  raised  this  issue,  FDA  believes  that 
whether  this  is  true  will  depend  on  the 
particular  device  in  question,  its 
intended  uses,  and  how  and  where  it  is 
distributed.  FDA  has  concluded  that 
such  device-speciHc  determinations  are 
best  handled  on  an  individual  basis. 
Thus,  FDA  is  providing  for  exemptions 
or  variances  from  proposed  §§  821.25 
and  821.30  in  certain  cases  and  has 
included  in  the  proposed  rule  a  new 
proposed  S  821.2  that  sets  out  a 
procedure  for  petitioning  FDA  for  such 
an  exemption  or  variance  from  tracking 
requirements.  Petitions  for  exemptions 
or  variance  must  be  submitted  in 
accordance  with  S  10.30  (21  CFR  10.30) 
of  FDA's  administrative  practice  and 
procedure  regulations.  However,  FDA 
will  respond  to  such  petitions  in  90  days 
not  the  180  days  provided  in  {  10.30.  The 
Director  of  the  Office  of  Compliance  and 
Surveillance,  Center  for  Devices  and 
Radiological  Health  will  issue  these 
responses.  FDA  notes  that  exemptions 
and  variances  from  the  requirements  of 
proposed  fiS  821.25  and  821.30  will  not 


be  granted  lightly.  Testing  nf  the 
proposed  alternative  to  demonstrate  its 
viability  will  generally  be  necessary.  : 
Any  person  requesting  an  exemption 
will  be  required  to  demonstrate  that  the 
system  that  person  proposes  to  meet  the 
purposes  of  section  S19(e)  of  the  act  and 
these  proposed  regulations  will,  in  fact, 
ensure  prompt  and  effective 
notifications  and  recalls  under  sections 
518(a)  and  518(e)  of  the  act. 

FDA  recognizes  the  need  to 
accommodate  manufacturers  who  will 
be  petitioning  for  exemptions  or 
variances  before  the  March  1, 1993 
effective  date.  Thus,  for  those  petitions 
received  under  proposed  S  821.3  before 
November  1, 1992,  FDA  will  extend  the 
effective  date  of  this  part  for  the  device 
in  question,  if  FDA  determines  it  needs 
more  time  to  review  the  petition  and 
issue  its  response.  In  this  case,  FDA,  by 
February  1, 1993,  will  either  approve  or 
disapprove  the  petition,  or  extend  the 
effective  date  to  complete  its  review. 

Any  extension  that  FDA  grants  to  the 
effective  date  will  be  based  upon  the 
additional  time  FDA  needs  to  complete 
its  review  of  the  petition. 

D.  Use  of  Social  Security  Number 

At  least  one  comment  discussed  in 
detail  a  proposal  to  use  patients'  social 
security  numbers  and  information  firom 
Government  data  bases  (from  the 
Internal  Revenue  Service)  as  a  primary 
method  of  tracking  patients.  The 
comment  stated  that  this  would  be  the 
most  efficient  and  cost-effective  method 
of  tracking.  The  comment  noted, 
however,  that  there  were  limitations  to 
the  proposal,  most  notably  the  fact  that 
legislation  is  necessary  to  implement  it 
because  the  permitted  uses  of  such  data 
bases  are  narrowly  restricted  by  statute. 

Under  the  Paperwork  Reduction  Act 
and  implementing  regulations,  FDA  has 
an  obligation  to  inquire  whether 
information  required  to  be  collected  by 
manufacturers  imder  a  regulation  is 
available  from  another  source  within  the 
Federal  Government. 

FDA  has  not  had  time  to  fully 
evaluate  this  proposal.  FDA  will 
continue  to  explore  the  proposal 
because  the  agency,  too,  is  interested  in 
exploring  the  most  efficient  and  cost 
effective  methods  for  device  tracking. 

FDA  agrees  that  it  is  desirable  for 
Federal  agencies  to  use  other  available 
Government  data  bases  but  disagrees 
with  these  comments'  views  that  IRS's 
data  base  will  meet  FDA's  need  for 
device  tracking.  First,  the  device 
tracking  regulation  requires  the 
collection  of  more  than  just  patient 
name  and  current  address.  *10  ensure 
the  effectiveness  of  recalls  and  health 
professional  and  patient  notifications 


under  sections  518(a^  and  581te)-of  the 
act,  this  tracking  regulation  also  requires 
that  manufacturers  keep  current 
distributibn  information  and  health 
professional  inforination.  FDA  is  not 
aware  of  any  Government  agency  that 
keeps  this  information,  and  no  comment  - 
has  suggested  that  any  Government 
agency  currently  collects  this 
informafibn. 

With  respect  to  IRS  tax  return 
information,  the  comment  itself 
acknowledges  that  such  information 
cannot  be  made  available  for  use  in 
tracking  medical  devices  until  section 
6103  of  the  Internal  Revenue  Code  (26 
U.S.C.  6103)  is  amended  to  permit  IRS  to 
disclose  this  information.  Under  section 
6103  of  the  Internal  Revenue  Code,  IRS 
is  prohibited  firom  disclosing,  even  to 
another  Government  agency,  any  tax 
return  information,  including  taxpayer 
identity,  unless  section  6103  specifically 
permits  the  disclosure.  Section  8103  of 
the  Internal  Revenue  Code  contains  no 
provision  that  would  permit  IRS  to 
disclose  taxpayer  information  to  FDA 
(to  any  other  person  or  agency)  for 
purposes  of  locating  patients  with 
tracked  devices. 

The  comment  also  submitted 
information  concerning  letter  forwarding 
services  provided  by  IRS.  With  respect 
to  letter  forwarding,  FDA  notes  that 
manufacturers  could  use  this  service  to 
supplement  their  efforts  to  keep  in  touch 
with  patients  or  find  patients  lost  to 
followup,  but  notes  that  the  information 
in  the  comment  states  that  it  generally 
takes  at  least  90  days  for  IRS  to  process 
letter  forwarding  requests.  FDA  will 
work  with  the  ERS  to  explore  whether 
this  time  period  could  be  shortened.  As 
for  relying  on  the  existence  of  the  IRS 
letter  forwarding  service  to  conduct 
notifications  and  recalls  under  sections 
518(a)  or  518(e)  of  the  act  (the  purpose  of 
tracking),  a  tracking  system  that  relies 
on  letter  forwarding  to  conduct  a  recall 
or  notification  would  not  be  effective 
because  all  the  information  necessary 
for  elective  recall  or  health  professional 
and  patient  notification  would  not  be 
available,  and  the  information  would 
not  be  available  in  a  form  that  would 
permit  effective  recalls  and  health 
professional  and  patient  notifications  in 
accordance  with  the  requirements  of 
section  518(a)  and  518(e)  of  the  act. 

Because  of  the  agency's  continuing 
interest  in  the  subject  of  using  existing 
data  bases  in  device  tracking,  FDA 
invites  further  comments  on  this  issue, 
and  particiilarly  on  the  issues  discussed 
above. 
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E.  Unique  Identifiers 

Several  comments  questioned  the 
need  for  a  unique  identifier  for  each 
device  subject  to  tracking.  These 
comments  generally  pointed  out  that  this 
requirement  is  neither  necessary  nor 
feasible  in  many  cases.  The  comments 
further  stated  that  for  many  devices, 
problems  would  arise  only  by  lot  and, 
therefore,  identification  and  tracking  by 
lot  number  is  sulHcient  The  comments 
also  stated  that  the  design  of  some 
devices  would  not  allow  for  unique 
identifiers  to  be  affixed  to  the  device  or 
the  labeling. 

FDA  agrees  that  unique  identification 
is  not  necessary  in  all  cases.  Therefore, 
FDA  has  revised  proposed  S  821.25  to 
allow  for  identification  by  lot  number, 
batch  number,  model  number,  serial 
number,  or  any  other  identifier  that 
would  provide  for  an  effective  tracking 
system.  FDA  cautions,  however,  that  Ae 
identification  method  should  be  tailored 
to  the  device  and  any  recall  or 
notification  may  be  conducted  in 
accordance  with  the  size  and  scope  of 
the  identification  system,  e.g.,  by  lot 

F.  Premarket  Clearance 

Many  comments  stated  that  there  may 
be  a  need  to  submit  applications  for 
premarket  clearance  under  section 
S10(k)  or  515  of  the  act  cleared  before 
implementing  certain  changes  required 
to  implement  a  tracking  system. 
Generally  these  comments  referred  to 
the  need  to  establish  unique  identifiers 
for  certain  devices.  The  comments 
stated  that  changes  may  be  required  in 
the  device  itself  to  provide  for  an 
identifier  and  such  changes  may  be 
significant  enou^  to  require  510{k)  or 
PMA  clearance.  The  comments  farther 
pointed  out  that  clearance  could  not  be 
obtained  in  time  to  implement  the 
changes  before  the  May  28, 1992, 
effective  date. 

The  problems  addressed  by  these 
comments  have  been  alleviated  to  a 
great  extent  by  the  delayed  effective 
date,  the  changes  in  the  requirements  to 
provide  a  unique  identifier,  of  each  unit 
of  device  and  the  provisions  for 
exemptions  and  variances.  FDA 
believes  that  prematket  clearance  or 
approval  generally  should  only  be 
necessary  for  those  changes  that  require 
physical  alteration  of  the  device  that 
could  significantly  affect  its  safety  or 
effectiveness  as  described  in 
S  807.81(aK3).  Premarket  clearance  or 
approval  is  not  required  for  changes  in 
labeling  to  implement  traddng,  while 
changes  in  the  sterilization  process  or 
changes  requiring  process  veiidation 
will  have  to  be  accomplisfaed  in 
accordance  with  CGMP  regulations  (21 


CFR  Part  820),  but  do  not  need  clearance 
or  approval.  Finally,  FDA  will  provide 
for  expedited  review  within  90  days  of 
any  510(k)'8  or  PMA  supplements  that 
are  required  to  comply  with  this 
regulation  if  the  submission  is  made  by 
November  1, 1992.  Hiese  510(k)’8  should 
be  marked  clearly  ‘Tracking  510(k)*s  or 
PMA’s.” 

G.  Exported  Devices 

Several  comments  asked  for 
clarification  on  whether  the  proposed 
regulation  applied  to  export^  devices, 
noting  that  ^ere  would  be  difficulties  in 
applying  the  tracking  requirements  to 
exported  devices.  These  comments 
stated  that  it  would  be  difficult  or 
impossible  to  track  exported  devices 
and  tracking  requirements  may  be 
contrary  to  patient  confidentiality 
statues  in  some  countries. 

The  proposed  rule  does  not 
specifically  address  whether  section 
519(e)  of  the  act  applies  to  exported 
devices.  FDA,  however,  agrees  with  the 
comments.  FDA  believes  that  tracking 
should  not  be  required  for  devices  after 
export  tram  the  United  States.  Devices 
must  be  tracked  only  until  they  leave  the 
United  States.  Devices  may  also  be 
exported  without  tracking  if  they  are 
shipped  in  compliance  with  section 
801(e)(1)  of  the  act  (21  U.S.C.  381(e)(1)) 
which  governs  the  exportation  of 
devices  and  states  that  a  device 
intended  for  export  shall  be  deemed  not 
to  be  adulterate  or  misbranded  under 
the  act  provided  the  device:  (1)  Meets 
the  foreign  purchaser's  specification;  (2) 
does  not  violate  the  laws  of  the  foreign 
county  to  which  the  device  is  being 
imported;  (3)  is  labeled  as  intended  for 
export;  and  (4)  is  not  sold  or  offered  for 
sale  in  domestic  commerce.  Devices  that 
are  subject  to  section  519(e]  of  the  act 
and  are  not  tracked  would  be 
misbranded  when  introduced  into 
interstate  conunerce  unless  they  comply 
with  the  four  requirements  set  out  in 
section  801(e)(1).  FDA  emphasizes  that  it 
will  not  permit  as  an  alternative  mediod 
of  disposition  the  export  of  devices 
subject  to  the  tracking  provisions  of 
section  519(e)  of  the  act  that  are  offered 
for  sale  in  the  United  States  and  that  are 
seized  because  the  manufacturer  has  not 
implemented  a  tracking  system  to  track 
the  devices.  Such  misbranded  devices 
would  not  meet  the  requirement  of 
section  SOlfeKlKI^)  of  the  act  because 
they  have  Imen  distributed  in  die  United 
States.  FDA  advises  that  manufacturers 
that  do  not  intend  to  track  devices  that 
are  intended  for  export  should  label 
those  devices  "for  export  only"  prior  to 
any  shipment  from  the  mcuutfacturing 
facility. 


H.  Prohibited  Distribution 

Proposed  821.1(d)  and  821.25(d)  of 
the  tracking  rule  prohibit  shipment  of  a 
device  to  a  distributor,  final  distributor, 
or  multiple  distributor  when  the 
manufacturer  knows,  should  know,  or 
becomes  aware  that  such  a  person  has 
not  collected,  maintained,  or  furnished 
required  tracking  records  and 
information.  Many  comments  objected 
to  these  provisions  stating  that  they 
would  unfairly  burden  manufacturers 
with  enforcing  distributor  compliance 
with  tracking  requirements  and 
responsibilities  set  forth  for  distributors 
by  the  proposed  rule  and  would  unfairly 
stop  distribution  of  tracked  devices  to 
patients  located  in  geographic  areas 
serviced  by  a  single  distributor,  doctor, 
hospital,  or  health  care  facility  that  fails 
to  comply  with  distributor  tracking 
requirements. 

FDA  agrees  in  part  with  the 
comments.  Accordingly,  in  the  proposed 
rule  FDA  is  deleting  §  821.1(d)  of  the 
proposed  regulations.  FDA  is  also 
revising  §  821.25(d)  of  the  March  27, 

1992,  proposed  rule  to  remove  the 
regulation’s  reference  to  manufacturer’s 
obligation  to  cease  distributing  a 
tracked  device  to  a  noncompli^t 
distributor  when  the  manufacturer 
learns  that  a  distributor,  final  distributor 
or  multiple  distributor  has  not  complied 
with  the  tracking  requirements  to 
collect,  maintain,  or  furnish  required 
records  or  information.  In  accordance 
with  the  statute,  the  primary  burden  for 
ensuring  that  their  tracking  system 
works  rests  upon  the  manufacturer,  who 
has  a  duty  to  encourage  compliance 
with  the  requirements  by  distributors. 
e.g..  through  contractual  agreements. 
Manufacturers  thus  must  have  taken  all 
reasonable  steps  within  their  power  to 
enforce  compliance  by  distributors 
before  notifying  FDA.  Proposed  section 
821.25(d)  still  requires  manufacturers  to 
notify  the  agency  when  a  distributor, 
final  distributor,  or  multiple  distributor 
has  not  complied  with  the  tracking 
requirements  to  collect,  maintain,  or 
furnish  required  records  or  information. 
When  notifying  FDA,  the  manufacturer 
should  also  provide  a  full  list  of  all  steps 
the  manufacturer  has  taken  to  obtain 
compliance,  as  well  as  a  fact-based 
assessment  of  the  effect  on  supply  of  the 
device  that  will  occur  if  the 
manufacturer  ceases  distribution  to  the 
person  in  question.  FDA  will  then  take 
any  action  necessary  against  that 
person. 

/.  Timeframes  for  Reporting 

Several  comments  stated  that  the 
requirmnent  that  the  information  be 
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made  available  to  FDA  within  3  days  of 
a  request  is  infeasible  and  unnecessary. 
These  comments  stated  that  it  would  be 
impossible  to  gather  the  information  in 
that  timeframe  and  that  it  would  not  be 
needed  so  quickly. 

FDA  agrees  in  part  with  these 
comments.  The  purpose  of  the  tracking 
regulation  is  to  ensure  that  a 
manufacturer  can,  if  ordered  to  do  so  by 
FDA,  comply  with  sections  518(a) 

(health  professional  and  patient 
notification)  and  518(e)  (recall)  of  the  act 
in  a  prompt  and  complete  manner. 

Under  section  518(e)  of  the  act  (also 
added  by  the  SMDA),  if  FDA  determines 
that  there  is  a  reasonable  probability 
that  a  device  would  cause  serious 
adverse  health  consequences  or  death, 
FDA  can  initiate  a  mandatory  recall  by 
ordering  appropriate  persons  to 
immediately  cease  distributing  a  device 
and  to  notify  all  health  professionals 
and  user  facilities  of  the  order  and 
instruct  them  to  cease  use  of  the  device. 
Under  section  518(e)  of  the  act,  recall 
and  notification  to  patients,  however, 
will  take  place  only  after  an  opportunity 
for  a  hearing  which  is  to  occur  within  10 
days  of  the  initial  cease  distribution  and 
use  order.  Under  section  518(a)  of  the 
act,  FDA  can  order  the  notification  of 
health  professionals  and  patients  if  FDA 
determines:  (1)  That  a  device  presents  a 
substantial  risk  of  harm  to  the  public 
health;  (2)  that  notification  is  necessary 
to  eliminate  the  risk;  and  (3)  that  no 
more  practicable  means  exist  under  the 
act  to  eliminate  the  risk.  Such 
notification  orders  issue  only  after  FDA 
has  notified  the  relevant  persons  and 
given  them  the  opportunity  to  consult 
with  FDA  (generally  about  10  days). 

FDA  has  thus  revised  the  regulation 
(proposed  §  821.25)  to  reflect  these 
statutory  timeframes.  Proposed  §  821.25 
now  provides  for  manufacturers  to 
provide  distributor  information  within  3 
days  and  patient  information  within  10 
working  days.  In  addition,  the  proposed 
regulation  has  been  revised  (proposed 
§  821.30)  to  require  multiple  distributors 
to  provide  information  to  manufacturers 
within  5  working  days  of  a  request  and 
to  FDA  within  10  working  days. 

FDA  believes  that  these  changes  will 
allow  for  an  effective  tracking  system, 
while  still  ensuring  immediate  response 
to  a  cease  distribution  and  use  order 
under  section  518(e)  of  the  act.  FDA 
notes,  however,  that  an  order  under 
section  518(e)  of  the  act  may  require 
notification  to  distributors  and  users  to 
begin  in  less  than  3  days  and  that  the 
recipient  of  a  cease  distribution  and  use 
order  must  comply  with  the  timeframes 
in  that  order.  The  proposed  regulation 
has  been  revised  to  reflect  this  fact. 


/.  Audit 

Several  comments  questioned  the 
extent  of  the  audit  provisions.  The 
comments  generally  objected  to  what 
they  perceived  as  a  need  to  contact  each 
patient  every  8  months.  The  comments 
stated  that  this  was  unnecessarily 
burdensome  and  intrusive.  Some 
comments  also  stated  that  distributors 
would  not  make  their  records  available 
to  manufacturers  for  audit. 

FDA  notes  that  the  audit  requirement 
is  not  intended  to  keep  the  tracking  data 
current.  Rather,  audits  are  to  make  sure 
that  the  tracking  system  implemented  by 
a  manufacturer  works  (i.e.,  generates 
current  data).  Each  SOP  should  thus 
contain  a  sampling  plan  to  audit  the 
function  of  the  tracking  system  from  the 
manufacturer  through  the  distribution 
chain  to  the  end  user.  The  extent  of  an 
audit  depends  on  the  type  and  adequacy 
of  the  system.  Thus,  it  may  not  be 
necessary  to  contact  every  kind  of 
distributor  and  patient  every  6  months. 
For  maintenance  purposes,  patients 
should  be  contracted  as  needed  to 
ensure  that  the  information  in  the 
system  is  current.  It  may  only  be 
necessary  to  contract  a  random 
statistically  valid  sampling  of  patients  to 
assure  that  the  system  is  working. 
Moreover,  FDA  notes  that  it  may  not  be 
necessary  to  conduct  audits  every  6 
months  into  perpetuity  once  the  system 
is  established.  Therefore,  FDA  is 
revising  the  regulation  to  require  that 
audits  be  conducted  at  least  every  6 
months  for  the  first  3  years  after 
distribution  of  a  tracked  device  begins 
and  at  least  annually  in  subsequent 
years.  FDA  has  also  added  new 
§  821.30(d)  to  clearly  require  all 
distributors  to  make  their  tracking 
records  available  to  affected 
manufacturers  for  audit. 

K.  Importers 

One  comment  questioned  whether 
foreign  manufacturers  must  comply  with 
the  tracking  requirements.  The  comment 
suggested  that  the  rule  should  be  revised 
to  clarify  foreign  manufacturers  must 
comply  and  appoint  U.S.  agents 
responsible  for  tracking.  The  comment 
points  out  that  FDA  has  proposed  a 
similar  system  in  another  regulation  (56 
FR  60024,  November  26, 1991)  for 
reporting  deaths  and  serious  injuries 
related  to  medical  devices. 

It  is  FDA’s  intent  that  imported 
devices  be  tracked  by  the  initial 
importer  who  is  required  to  register 
under  section  510(k)  of  the  act.  FDA  has 
proposed  new  §  821.4  to  make  this  clear. 
FDA  notes  that  the  importer  may  then 
be  a  designated  agent  for  purposes  of 
the  medical  device  reporting  regulation. 


L  Records 

FDA  has  added  a  new  requirement  to 
proposed  S  821.50(b)  that  records  must 
be  maintained  within  the  United  States. 

Af.  Economic  Impact 

One  comment  questioned  in  detail 
FDA’s  economic  analysis  of  the 
proposed  rule  and  claimed  that  FDA  had 
greatly  underestimated  the  costs  of  the 
proposed  rule.  ’The  comment  said  further 
that  FDA  needed  to  undertake  more 
economic  analysis  to  comply  with 
Executive  Order  12291  in  that  the 
comment  estimates  that  the  annual  costs 
exceed  $100  million,  placing  it  in  the 
category  of  a  major  rule  under  the 
Executive  Order  that  requires  further 
economic  analysis. 

If  necessary,  FDA  will  respond  in 
detail  to  this  comment  at  a  later  date. 
FDA  believes  that  the  annual  costs  of 
the  proposed  rule  do  not  exceed  $100 
million.  Furthermore,  FDA  notes  that  the 
revisions  made  in  this  proposed  rule 
substantially  reduce  the  costs  of  the 
rule. 

III.  Request  for  Comments 

Interested  persons  may,  on  or  before 
July  28, 1992,  submit  to  the  Docket 
Management  Branch  (address  above) 
written  comments  regarding  this 
proposal.  Two  copies  of  any  comments 
are  to  be  submitted,  except  that 
individuals  may  submit  one  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen  in  the  office 
above  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

List  of  Subjects  in  21 CFR  Part  821 

Device  tracking.  Medical  devices. 
Reporting  and  recordkeeping 
requirements. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  FDA  hereby 
withdraws  the  proposed  rule  that 
published  in  the  F^eral  Register  of 
March  27. 1992  (57  FR  10702).  Further. 
FDA,  proposes  that  21  CFR  Part  821  be 
added  to  read  as  follows: 

PART  821— MEDICAL  DEVICE 
TRACKING  REQUIREMENTS 

Subpart  A— General  Provisions 

Sec. 

821.1  Scope. 

821.2  Exemptions  and  variar^'es. 

821.3  Definitions. 

821.4  Imported  devices. 
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Subpart  B— Tracking  Requirements 

821.20  Devices  subject  to  tracking. 

821.25  Device  tracking  system  and  content 
requirements:  manufacturing 
requirements. 

Subpart  C— Additionai  Requirements  and 
Responsibiiities 

821.30  Tracking  obligations  of  persons  other 
than  device  manufacturers:  distributor 
requirements. 

Subpart  D— Records  and  Inspections 

821.50  Availability. 

821.55  Confidentiality. 

821.60  Retention  of  records. 

Authority:  Sec.  301,  501,  502,  510,  515,  518, 
519, 701,  and  704  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  331,  351, 352, 360, 
360e,  360h,  360i,  371,  and  374). 

Subpart  A— General  Provisions 
S  821.1  Scope. 

(a)  The  regulations  in  this  part 
implement  section  519(e)  of  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
which  requires  the  adoption  of  a  method 
of  device  tracking  by  any  person  who 
registers  under  section  510  of  the  act 
and  is  engaged  in  the  manufacture  and 
distribution  of  devices  the  failure  of 
which  would  be  reasonably  likely  to 
have  serious  adverse  health 
consequences  if  the  devices  are  life- 
sustaining  or  life-supporting  devices 
used  outside  of  a  device  user  facility  or 
are  permanently  implantable  devices. 
This  part  also  applies  to  any  other 
device  that  the  Food  and  Drug 
Administration  (FDA)  designates  as 
requiring  a  method  of  tracking  to  protect 
the  public  health.  A  device  subject  to 
this  part  either  by  statutory  requirement 
or  by  FDA  designation  is  referred  to 
herein  as  a  tracked  device. 

(b)  These  regulations  are  intended  to 
ensure  that  tracked  devices  can  be 
traced  from  the  device  manufacturing 
facility  to  the  person  for  whom  the 
device  is  indicated,  that  is,  the  patient 
Effective  tracking  of  devices  frnm  the 
manufacturing  facility,  through  the 
distributor  network  (including 
distributors,  retailers,  rental  firms  and 
other  commerci£d  enterprises,  device 
user  facilities  and  licensed  practitioners) 
and,  ultimately,  to  any  person  for  whom 
the  device  is  intended  is  necessary  for 
the  effectiveness  of  remedies  prescribed 
by  the  act,  such  as  patient  notification 
(section  518(a)  of  the  act)  or  device 
recall  (section  518(e)  of  the  act). 
Although  these  relations  do  not 
preclude  a  manufacturer  from  involving 
outside  organizations  in  that 
manufacturer’s  device  tracking  effort, 
the  legal  responsibility  for  complying 
with  this  part  rests  with  manufactiu'ers 
who  must  register  under  section  510  of 
the  act,  and  that  responsibility  cannot 


be  altered,  modified,  or  in  any  way 
abrogated  by  contracts  or  other 
agreements. 

(c)  Each  manufacturer  of  a  tracked 
device  shall  implement  a  method  of 
tracking  deAdces  by  March  1, 1993. 

(d)  The  primary  burden  for  ensuring 
that  the  tracking  system  works  rests 
upon  the  manufacturer.  A  manufacturer 
or  any  other  person,  including  a 
distributor,  final  distributor,  or  multiple 
distributor,  who  distributes  a  device 
subject  to  tracking  who  fails  to  comply 
with  any  applicable  requirement  of 
section  51^e)  of  the  act  or  of  this  part, 
or  any  person  who  causes  such  failure, 
misbrands  the  device  within  the 
meaning  of  section  502(t)(2)  of  the  act 
and  commits  a  prohibited  act  within  the 
meaning  of  sections  301(e)  and 
301(q)(l)(B)  of  the  act. 

(e)  Any  person  subject  to  this  part 
who  permanently  discontinues  doing 
business  is  required  to  notify  FDA  at  the 
time  the  person  notifies  any  Government 
agency,  court,  or  supplier,  and  provide 
FDA  with  a  complete  set  of  its  tracking 
records  and  information.  However,  if  a 
person  ceases  distribution  of  a  tracked 
device  but  continues  to  do  other 
business,  that  person  continues  to  be 
responsible  for  compliance  with  this 
part  unless  another  person,  affirmatively 
and  in  writing,  assumes  responsibility 
for  continuing  the  tracking  of  devices 
previously  distributed  under  this  part. 
Further,  if  a  person  subject  to  this  part 
goes  out  of  business  completely,  but 
other  persons  acquire  the  right  to 
manufacture  or  distribute  tracked 
devices,  those  other  persons  are  deemed 
to  be  responsible  for  continuing  the 
tracking  responsibility  of  the  previous 
person  under  this  part. 

§  821.2  Exemptions  and  variances. 

(a)  A  manufacturer,  importer, 
distributor,  or  other  interested  person 
(including  a  trade  association)  may  seek 
an  exemption  or  variance  from  one  or 
more  requirements  of  this  part. 

(b)  A  request  for  an  exemption  or 
variance  shall  be  submitted  in  the  form 
of  a  petition  under  $  10.30  of  this  chapter 
and  shall  comply  with  the  requirements 
set  out  therein,  except  that  a  response 
shall  be  issued  in  90  days.  The  Director, 
Office  of  Compliance  and  Surveillance, 
Center  for  Devices  and  Radiological 
Health  (CDRH),  shall  issue  responses  to 
requests  under  this  section.  The  petition 
shall  also  ccmtain  the  following: 

(1)  The  name  of  the  device  and  device 
class  and  representative  labeling 
showing  the  intended  use(s)  of  the 
device; 

(2)  The  reasons  that  compliance  with 
the  tracking  requirements  of  this  part  is 
unnecessary; 


(3)  A  complete  description  of 
alternative  steps  that  are  available,  or 
that  the  petitioner  has  already  taken,  to 
ensure  that  an  effective  tracking  system 
is  in  place;  and 

(4)  Other  information  justifying  the 
exemption  or  variance. 

(c)  An  exemption  or  vauiance  is  not 
effective  imtil  the  Director,  Office  of 
Compliance  and  Surveillance.  CDRH, 
approves  the  request  under 

§  10.30(e)(2)(i)  of  this  chapter. 

(d)  For  petitions  received  imder  this 
section  before  November  1, 1992,  FDA 
will,  by  February  1, 1993,  approve  or 
disapprove  the  petition  or  extend  the 
effective  date  of  this  part  for  the  device 
that  is  the  subject  of  the  petition.  Any 
extension  that  FDA  grants  to  the 
effective  date  will  be  based  upon  the 
additional  time  FDA  needs  to  complete 
its  review  of  the  petition. 

§  821.3  Definitions. 

The  following  definitions  and  terms 
apply  to  this  part: 

(a)  Act  means  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  21  U.S.C.  321  et  seq., 
as  amended. 

(b)  Importer  means  the  initial 
distributor  of  an  imported  device  who  is 
required  to  register  under  section  510  of 
the  act  and  S  807.20  of  this  chapter. 
Importer  does  not  include  anyone  who 
only  performs  a  service  for  the  person 
who  furthers  the  marketing,  i.e.,  brokers, 
jobbers,  or  warehousers. 

(c)  Manufacturer  means  any  person, 
including  any  importer,  repadcer,  or 
relabeler,  who  manufactures,  prepares, 
propagates,  compounds,  assembles,  or 
processes  a  device  or  engages  in  any  of 
the  activities  described  in  §  807.3(d)  of 
this  chapter. 

(d)  Device  failure  means  the  failure  of 
a  device  to  perform  or  function  as 
intended,  including  €my  deviations  from 
the  device’s  performance  specifications 
or  intended  use. 

(e)  Serious  adverse  health 
consequences  means  any  significant 
adverse  experience  related  to  a  device, 
including  device-related  events  which 
are  life-threatening  or  which  involve 
permanent  or  long-term  injuries  or 
illnesses. 

(f)  Permanently  implantable  device 
means  a  device  that  is  intended  to  be 
placed  into  a  surgically  or  naturally 
formed  cavity  of  the  human  body  to 
continuously  assist,  restore,  or  replace 
the  function  of  an  organ  system  or 
structure  of  the  human  body  throughout 
the  useful  life  of  the  device.  The  term 
does  not  include  any  device  which  is 
intended  and  used  for  temporary 
purposes  or  which  is  intended  for 
explanatitm. 
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(g)  Life-supporting  or  life-sustaining 
device  used  outside  a  device  user 
facility  means  a  device  which  is 
essential  or  yields  information  that  is 
essential  to  the  restoration  or 
continuation  of  a  bodily  hmction 
important  to  the  continuation  of  human 
life  that  is  intended  for  use  outside  a 
hospital,  nursing  home,  ambulatory 
surgical  facility,  or  diagnostic  or 
outpatient  treatment  facility.  Physicians’ 
offices  are  not  device  user  facilities  and, 
therefore,  devices  used  therein  are 
subject  to  tracking  if  they  otherwise 
satisfy  the  statutory  and  regulatory 
criteria. 

(h)  Distributor  means  any  person  who 
fullers  the  distribution  of  a  device  from 
the  original  place  of  manufactiu-e  to  the 
person  who  makes  delivery  or  sale  to 
the  ultimate  user,  i.e.,  the  frnal  or 
multiple  distributor,  but  who  does  not 
repackage  or  otherwise  change  the 
container,  wrapper,  or  labeling  of  the 
device  or  device  package. 

(i)  Final  distributor  means  any  person 
who  distributes  a  tracked  device 
intended  for  use  by  a  single  patient  over 
the  useful  life  of  the  device  to  the 
patient.  This  term  includes,  but  is  not 
limited  to,  licensed  practitioners,  retail 
pharmacies,  hospitals,  and  other  types 
of  device  user  facilities. 

(I)  Distributes  means  any  distribution 
of  a  tracked  device,  including  the 
charitable  distribution  of  a  tracked 
device.  This  term  does  not  include  the 
distribution  of  a  device  under  an 
effective  investigational  device 
exemption  in  accordance  with  section 
520(g)  of  the  act  and  part  812  of  this 
chapter  or  the  distribution  of  a  device 
for  teaching,  law  enforcement,  research, 
or  analysis  as  specified  in  $  801.125  of 
this  chapter. 

(k)  Multiple  distributor  means  any 
device  user  facility,  rental  company,  or 
any  other  entity  that  distributes  a  life- 
sustaining  or  life-supporting  device 
intended  for  use  by  more  than  one 
patient  over  the  useful  life  of  the  device. 

(l)  Licensed  practitioner  means  a 
physician,  dentist,  or  other  health  care 
practitioner  licensed  by  the  law  of  the 
State  in  which  he  or  she  practices  to  use 
or  order  the  use  of  the  tracked  device. 

(m)  Any  term  defined  in  section  201  of 
the  act  shall  have  the  same  definition  in 
this  part 

§  821,4  Importad  devices. 

For  purposes  of  this  part  the  importer 
of  a  tracked  device  sh^  be  considered 
the  manufacturer  and  shcdf  be  required 
to  comply  with  all  requirements  of  this 
part  applicable  to  manufacturers. 
Importers  must  keep  all  information 
required  under  this  part  in  the  United 
States. 


Subpart  B— Tracking  Raquiremanta 

S  821.20  Devices  subject  to  tracking. 

(a)  A  manufacturer  of  any  device  the 
failure  of  which  would  be  reasonably 
likely  to  have  a  serious  adverse  health 
consequence,  that  is  either  a  life- 
sustaining  or  life-supporting  device  used 
outside  of  a  device  user  facility  or  a 
permanently  implantable  device,  or  a 
manufacturer  of  any  other  device  that 
FDA.  in  its  discretion,  designates  for 
tracking,  shall  track  that  device  in 
accordance  with  this  part 

(b)  Manufacturers  have  the 
responsibility  to  identify  devices  that 
meet  the  criteria  for  tracking  and  to 
initiate  tracking.  By  way  of  illustration 
and  to  provide  guidance,  FDA  has  set 
out  below  a  list  of  example  devices  it 
regards  as  subject  to  tracking  under  the 
criteria  set  forth  in  this  regulation. 

(1)  Permanently  Implantable  Devices. 


21  CFR 

Classification 

870.3450 . 

Vascular  graft  prosthesis  of  less  than 
8  miltimeters  (Sameter. 

870.3460 . 

Vascular  graft  prosthesis  of  6  millime¬ 
ters  and  greater  diameter. 

870.3545 _ 

Ventricular  bypass  (assist)  device. 

870.3610 . 

Implantable  pacemaker  pulse  genera¬ 
tor. 

870.3680 

i 

Cardkxrascular  permanent  pacemaker 
electrode. 

870.3800 _ 

ArvHioplasty  ring. 

870.3925  ...... 

Replacement  heart  valve. 

(No  Cite) . 

Automatic  implantable  cardioverter/ 
defibrillator. 

878.3720  -.... 

Tracheal  prosthesis. 

882.5820 . 

Implanted  cerebellar  stimulator. 

882.5830 . 

Implanted  diaphragmatic/phrenic 

nerve  stimulator. 

(No  cite) . 

Imptatable  Infusion  pumps. 

(2)  Life-sustaining  or  life-supporting 
devices  used  outside  device  user 
facilities. 


21  CFR 

Oassification 

868.2375 . 

Breathing  frequency  monitors  (apnea 

monitors)  (mduding  ventilat^  ef- 

forts  monitors). 

868.5895 . 

Continuous  ventilator. 

870.5300. — 

_ 

DC-defibriNator  and  paddles. 

(c)  FDA  designates  the  following 
devices  as  subject  to  tracking. 
Manufacturers  must  track  these  devices 
in  accordance  with  this  part 


21  CFR 

Ctassification 

878.3530  . . 

SHioone  inflatable  breast  prosthesis. 

878.3540  ...... 

SiHoorre  get-fified  breast  prosthesis. 

876.3750. — 

Testicular  prosthesis,  sificone  gel- 
Nted. 

(No  cite) . 

Silicone  geMMied  chin  prosthesis. 

(No  cite) - 

Silicone  geMMed  an^  chik  reflux 

vslee. 

21  CFR 

Classification 

878.5725 . 

Infusion  pumps  (Bectromechanical 

only). 

(d)  FDA.  when  responding  to 
premarket  notification  submissions  and 
approving  premarket  approval 
applications,  will  notify  the  sponsor  that 
FDA  believes  the  device  meets  the 
criteria  of  section  519(e)(1)  of  the  act 
and  therefore  should  be  tracked.  FDA 
will  also,  after  notifying  the  sponsor, 
publish  a  notice  in  the  Feder^  Register 
announcing  that  FDA  believes  that  a 
new  generic  type  of  device  is  subject  to 
tracking  and  soliciting  comment  on 
FDA’s  position.  If  the  device  is  a  new 
generic  type  of  device  not  already  on  the 
example  list  above.  FDA  will  add  it  to 
this  list 

§  821.25  Device  tracking  systetn  and 
content  requirements:  manufacturer 
requirements 

(a)  A  manufacturer  of  a  tracked 
device  shall  adopt  a  method  of  tracking 
for  each  such  type  of  device  that  the 
manufacturer  distributes  that  enables  it 
to  provide  FDA  with  the  following 
information  in  writing  for  each  tracked 
device  distributed: 

(1)  Except  as  required  by  order  under 
section  518(e)  of  the  act.  within  3 
working  days  of  a  request  firom  FDA, 
prior  to  the  distribution  of  a  tracked 
device  to  a  patient  the  name,  address, 
and  telephone  number  of  the  distributor, 
multiple  distributor,  or  final  distributor 
holding  the  device  for  distribution  and 
the  location  of  the  device; 

(2)  Within  10  working  days  of  a 
request  from  FDA  for  life-sustaining  or 
life-supporting  devices  used  outside  a 
device  user  facility  that  are  intended  for 
use  by  a  single  patient  over  the  life  of 
the  device  and  permtinent  implant  that 
are  tracked  devices,  after  distribution  to 
or  implantation  in  a  patient 

(i)  The  lot  number,  batch  number, 
model  number  or  serial  number  of  the 
device,  or  other  identifier  necessary  to 
provide  for  effective  tracking  of  the 
devices; 

(ii)  The  date  the  device  was  shipped 
by  the  manufacturer; 

(iii)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device; 

(iv)  The  date  the  device  was  provided 
to  the  patient 

(v)  The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician; 

(vi)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
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different  than  the  prescribing  physician; 
and 

(vii)  If  applicable,  the  date  the  device 
was  explanted  and  the  name,  mailing 
address,  and  telephone  number  of  the 
explanting  physician;  the  date  of  the 
patient’s  death;  or  the  date  the  device 
was  returned  to  the  manufacturer, 
permanently  retired  from  use,  or 
otherwise  permanently  disposed  of. 

(3)  Except  as  required  by  order  under 
section  518(e)  of  the  act.  within  10 
working  days  of  a  request  from  FDA  for 
life-sustaining  or  life-supporting  devices 
used  outside  device  user  facilities  that 
are  intended  for  use  by  more  than  one 
patient  and  that  are  tracked  devices, 
after  the  distribution  of  the  device  to  the 
multiple  distributon 

(i)  The  lot  model  number,  batch 
number,  serial  number  of  the  device,  or 
other  identifrer  necessary  to  provide  for 
effective  tracking  of  the  device; 

(ii)  The  date  the  device  was  shipped 
by  the  manufacturer, 

(iii)  The  name,  address,  and  telephone 
number  of  the  multiple  distributor; 

(iv)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available]  of  the  patient  using  the 
device; 

(v)  liie  location  of  the  device; 

(vi)  The  date  the  device  was  provided 
for  use  by  the  patient; 

(vii)  The  name,  address,  and 
telephone  number  of  the  prescribing 
physician;  and 

(viii)  If  and  when  applicable,  the  date 
the  device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permanently  disposed 
of. 

(b)  A  manufacturer  of  a  tracked 
device  shall  keep  current  records  in 
accordance  with  its  standard  operating 
procedure  of  the  information  identified 
in  paragraphs  (a)(1),  (a)(2]  and  (a](3)(i) 
through  (a)(3)(iv)  of  this  section  on  each 
tracked  device  released  for  distribution 
for  as  long  as  such  device  is  in  use  or  in 
distribution  for  use. 

(c)  A  manufacturer  of  a  tracked 
device  shall  establish  a  written  standard 
operating  procedure  for  the  collection, 
maintenance,  and  auditing  of  the  data 
specified  in  paragraphs  (a)  and  (b)  of 
this  section.  A  manufacturer  shall  make 
this  standard  operating  procedure 
available  to  FDA  upon  request.  A 
manufactwer  shall  incorporate  the 
following  into  the  standard  operating 
procedure: 

(1)  Data  collection  and  recording 
procedures,  which  shall  include  a 
procedure  for  recording  when  data 
which  is  required  under  this  part  is 
missing  and  could  not  be  collected  and 
the  reason  why  such  required  data  i3 
missing  and  could  not  be  collected; 


(2)  A  method  of  recording  all 
modifications  or  changes  to  the  tracking 
system  or  to  the  data  collected  and 
maintained  under  the  tracking  system, 
reasons  for  any  modification  or  change, 
and  dates  of  any  modification  or  change. 
Modification  and  changes  included 
under  this  requirement  include 
modifications  to  the  data  (including 
termination  of  tracking),  the  data  format, 
the  recording  system,  and  the  file 
maintenance  procedures  systems;  and 

(3)  A  quality  assurance  program  that 
includes  an  audit  procedure  to  be  run  for 
each  device  product  subject  to  tracking, 
at  not  less  than  6-month  intervals  for  the 
first  3  years  of  distribution  and  at  least 
once  a  year  thereafter.  ’This  audit 
procedure  shall  provide  for  statistically 
relevant  sampling  of  the  data  collected 
to  ensure  the  accuracy  of  data  and 
performance  testing  of  the  functioning  of 
the  tracking  system. 

(d)  When  a  manufacturer  becomes 
aware  that  a  distributor,  final 
distributor,  or  multiple  distributor  has 
not  collected,  maintained,  or  furnished 
any  record  oi'  information  required  by 
this  part,  the  manufacturer  shall  notify 
the  roA  district  office  responsible  for 
the  area  in  which  the  distributor,  final 
distributor,  or  multiple  distributor  is 
located  of  the  failure  of  such  persons  to 
comply  with  the  requirements  of  this 
part.  Manufacturers  shall  have  taken 
reasonable  steps  to  obtain  compliance 
by  the  distributor,  multiple  distributor, 
or  final  distributor  in  question  before 
notifying  FDA. 

Subpart  C— Additional  Requirentents 
and  Responsibilities 

§  821.30  Tracking  obligations  of  persons 
other  than  device  manufacturers: 
distributor  requirements. 

(a)  A  distributor,  final  distributor,  or 
multiple  distributor  of  any  tracked 
device  shall,  upon  purchasing  or 
otherwise  acquiring  any  interest  in  such 
a  device,  promptly  provide  the 
manufacturer  tracking  the  device  with 
the  following  information: 

(1)  The  name  and  address  of  the 
distributor,  final  distributor  or  multiple 
distributor. 

(2)  The  lot  number,  batch  number, 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device; 

(3)  The  date  the  device  was  received; 

(4)  The  person  from  whom  the  device 
was  received; 

(5)  If  and  then  applicable,  the  date  the 
device  was  explanted,  the  date  of  the 
patient’s  death,  or  the  date  the  device 
was  returned  to  the  distributor, 
permanently  retired  fi:om  use,  or 
otherwise  permanently  disposed  of. 


(b)  A  final  distributor,  upon  sale  or 
other  distribution  of  a  tracked  device  for 
use  in  or  by  the  patient,  shall  promptly 
provide  the  manufacturer  tracking  the 
device  with  the  following  information: 

(1)  'The  name  and  address  of  the  final 
distributor, 

(2)  The  lot  number,  batch  number, 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device; 

(3)  The  name,  address,  telephone 
number,  and  social  security  number  (if 
available)  of  the  patient  receiving  the 
device; 

(4)  'The  date  the  device  was  provided 
to  the  patient  or  for  use  in  the  patient; 

(5)  The  name,  mailing  address,  and 
telephone  number  of  the  prescribing 
physician; 

(6)  The  name,  mailing  address,  and 
telephone  number  of  the  physician 
regularly  following  the  patient  if 
different  than  the  prescribing  physician; 
and 

(7)  When  applicable,  the  date  the 
device  was  explanted  and  the  name, 
mailing  address,  and  telephone  number 
of  the  explanting  physician,  the  date  of 
the  patient’s  death,  or  the  date  the 
device  was  returned  to  the 
manufacturer,  permanently  retired  from 
use,  or  otherwise  permemently  disposed 
of. 

(c) (1)  A  multiple  distributor  shall  keep 
written  records  of  the  following  each 
time  such  device  is  distributed  for  use 
by  a  patient: 

(1)  The  lot  number,  batch  number,  or 
model  number,  or  serial  number  of  the 
device,  or  other  identifier  used  by  the 
manufacturer  to  track  the  device; 

(ii)  The  name,  address,  telephone 
niunber,  and  social  security  number  (if 
available)  of  the  patient  using  the 
device; 

(iii)  The  location  of  the  device; 

(iv)  The  date  the  device  was  provided 
for  use  by  the  patient; 

(vi)  The  name,  address,  and  telephone 
number  of  the  prescribing  physician; 

(iv)  The  name,  address,  and  telephone 
number  of  the  physician  regularly 
following  the  patient  if  different  than  the 
prescribing  physician;  and 

(vii)  When  applicable,  the  date  the 
device  was  permanently  retired  from 
use  or  otherwise  permanently  disposed 
of. 

(2)  Except  as  required  by  order  under 
section  518(e)  of  the  act,  any  person  who 
is  a  multiple  distributor  subject  to  the 
recordkeeping  requirement  of  paragraph 
(c)(1)  of  this  section  shall,  within  5 
working  days  of  a  request  frt)m  the 
manufacturer  or  within  10  working  days 
of  a  request  frx)m  FDA  for  the 
information  identified  in  paragraph 
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(c)(1)  of  this  section,  provide  such 
information  to  the  manufacturer  or  FDA. 

(3)  A  distributor,  final  distributor,  or 
multiple  distributor  shall  make  any 
records  required  to  be  kept  under  this 
part  available  to  the  manufacturer  of  the 
tracked  device  for  audit  upon  written 
request  by  an  authorized  representative 
of  the  manufacturer. 

Subpart  D— Records  and  Inspections 

§821.50  Avatlabillty. 

(a)  Manufacturers,  distributors, 
multiple  distributors,  and  final 
distributors  shall,  upon  the  presentation 
by  an  FDA  representative  of  official 
credentials  and  the  issuance  of  Form  FD 
482  at  the  initiation  of  an  inspection  of 
an  establishment  or  person  under  ' 
section  704  of  the  act,  make  each  record 
and  all  information  required  to  be 
collected  and  maintained  under  this  part 
and  all  records  and  information  related 
to  the  events  and  persons  identified  in 
such  records  available  to  FDA 
personnel. 

(b)  Records  and  information 
referenced  in  paragraph  (a)  of  this 


section  shall  be  available  to  FDA 
personnel  for  purposes  of  reviewing, 
copying,  or  any  other  use  related  to  the 
enforcement  of  the  act  and  this  part. 
Records  required  to  be  kept  by  diis  part 
shall  be  kept  within  the  United  States. 

§821.55  ConfMentiaUty. 

(a)  Records  and  other  information 
submitted  to  FDA  under  this  part  shall 
be  protected  fit)m  public  disclosure  to 
the  extent  permitted  under  part  20  of 
this  chapter,  and  in  accordance  with 

§  20.63  of  this  chapter,  information 
contained  in  such  records  that  would 
identify  patient  or  research  subjects 
shall  not  be  available  for  public 
disclosure  except  as  provided  in  those 
parts. 

(b)  Patient  names  or  other  identifiers 
may  be  disclosed  to  a  manufacturer  or 
other  person  subject  to  this  part  or  to  a 
physician  when  the  health  or  safety  of 
the  patient  requires  that  such  persons 
have  access  to  the  information.  Such 
notification  will  be  pursuant  to 
agreement  that  the  record  or  information 
will  not  be  further  disclosed  except  as 
the  health  aspects  of  the  patient 


requires.  Such  notification  does  not 
constitute  public  disclosure  and  will  not 
trigger  the  availability  of  the  same 
information  to  the  public  generally. 

§  821.80  Retention  of  records. 

Persons  required  to  maintain  records 
under  this  part  shall  maintain  such 
records  for  the  useful  life  of  each 
tracked  device  they  manufacture  or 
distribute.  The  useful  life  of  a  device  is 
the  time  a  device  is  in  use  or  in 
distribution  for  use.  For  example,  a 
record  may  be  retired  if  the  person 
maintaining  the  record  becomes  aware 
of  the  fact  that  the  device  is  no  longer  in 
use,  has  been  explanted,  returned  to  the 
manufactiu^r,  or  the  patient  has  died. 

David  A  Kessler, 

Commissioner  of  Food  and  Drugft. 

Dated;  May  26. 1992. 

Louis  W.  Sullivan, 

Secretary  of  Health  and  Human  Services. 
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